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Fnasa 1. OBLUME NONOKEHUA
CraTtba 1. MpegmeT peryampoBaHua Hactoawero PeaepasnbHOro 3akoHa

1. Hactoawmit ®depepanbHbli 3aKOH PEryavpyeT OTHOLIEHMA, BO3HMKalOWMe B CBA3N C
obpalleHMemM - pa3paboTKON, AOKAMHUYECKUMM UCCAEA0BAHUAMM, KAUHUYECKUMU UCCAeA0BaHUAMM,
3KCMEePTM30W, roCyAapCTBEHHOMN perncTpaumeit B COOTBETCTBUM C HacTosAwmMm denepanbHbIM 3aKOHOM
(manee - rocymapcTBeHHAA perncTpaumsa) WaM peructpaumeid B COOTBETCTBUM C MeEXAyHapoAHbIMU
[OroBOpaMM M aKTaMu, COCTaBAAKOWMMM NpaBo EBpPasMiACKOro 3KOHOMMYECKOro cotosa (manee -
peructpauma), co CTaHAapTM3auMern M C KOHTPOJIeM KayecTBa, MPOM3BOACTBOM, M3rOTOB/IEHUEM,
XpaHeHWeM, nepeBo3Kol, BBO30M B Pocculickyto Penepauuio, BbiBoO30M U3 Poccuiickoit deaepaumn,
peknamoi, OTMYCKOM, peanusauven, nepegadvenn, NPUMEHEHUEM, YHUUTOKEHWEM JIEKAPCTBEHHbIX
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cpeacTs.
(B pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

2. Hactoawmin  ®depepanbHbli  3aKOH  YCTAHaBAMBAET  MNPUOPUTET  FOCYAAPCTBEHHOrO
perynmposaHua 6e30nacHOCTM, KavectBa M 3PPEKTUBHOCTU IEKAPCTBEHHbLIX CPeACcT8 MpU  UX
obpauieHun.

(B pen,. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Chepa npumeHeHUA HacTosALero PeaepanbHOro 3akoHa

Hactoawmin depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOWMM Npu obpalleHum
JIeKapCTBEHHbIX CPeACcTB Ha Tepputopun Poccuiickon deaepauuu.

CraTtba 3. 3aKOHOAATEeNbCTBO 06 06paLLEeHUN NeKAPCTBEHHbIX CPEeACTB

1. 3aKoHopgaTenbcTBO 06 06palleHMM NeKapCTBEHHbIX CPeACcTB COCTOMT M3  HAcTOALWEro
depnepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Poccuiickoin Pepepaunn.

1.1. 3akoHoAaTeNbCTBO 06 06pPaALLEHNN NEKAPCTBEHHbIX CPEACTB B OTHOLLUEHUWN HOPUAUYECKUX UL,
W WUHOVBUAYANbHbIX MNpeanpUHMMATENIEN, OCYLECTBAAIWMNX AeATeNbHOCTb Ha  Tepputopumn
MEXKAYHAPOAHOr0 MEAMUMHCKOrO KnacTepa, NPUMEHSETCA C y4eTOM OCOBEeHHOCTENM, YCTaHOBNEHHbIX
depepanbHbiM 3aKoHOM OT 29 MioHA 2015 roga N 160-P3 "O mexayHapoAHOM MeAULMHCKOM Kaactepe
N BHECEHUN U3MEHEHMI B OTAEe/bHble 3aKOHOAaTe/IbHble aKkTbl Poccuiickoit ®epepaummn”.
(yactb 1.1 BBeaeHa degepanbHbiM 3aKoHOM OT 29.06.2015 N 160-93; B pea. PegepanbHOro 3akoHa ot
04.08.2023 N 428-d3)

2. [eiictBue Hactoswero ®deaepanbHOro 3akKoHa pacnpocTpaHserca Ha obpalieHue
HapKOTUYECKMX JIEKAPCTBEHHbIX CPEACTB M  MCUXOTPOMHbIX /IEKAPCTBEHHbIX CPEACTB C  Y4eToM
ocobeHHOCTEN, YCTaHOB/IEHHbIX 3aKOHOAATe/NbCTBOM Poccuitickoi ®depepaumm 0 HapPKOTUHECKUX
CpeAcTBax, NCUXOTPOMHbIX BelecTsax 1 06 ux npexkypcopax.

3. [eictBne Hactoswero ®enepanbHOro 3aKoHa pacnpocTpaHseTca Ha obpalleHune
pagnodapmaLleBTUYECKUX NIEKAPCTBEHHbLIX CPEeACTB C  Y4eTOM OCODOEHHOCTeN, YCTaHOBNEHHbIX
3aKoHoaaTenbcTBOM Poccuiickoit ®epepaumm B 061act obecneyeHma pagmnalMoHHON 6e30nacHOCTH.

4. Echn mexayHapoaHbim gorosopom Poccuinckoit ®epepaumm, MexKayHapoaHbIMM A0FOBOPaMMU
M aKTaMu, COCTaBAAOWMMM NPaBo EBPasMIiCKOro aKOHOMUYECKOTO CO03a (fasnee - aKTbl, COCTaBAAOWME
npaso Colo3a), YCTaHOB/JEHbl MWHble MpaBW/Ia, 4YemM Te, KOTopble MNPeasyCcMOTPEHbl HACTOAWMM
depnepanbHbIM  3aKOHOM, MPUMEHAIOTCA  MNpaBuaa  MEeXAYHapoAHOro  AOroBopa, MpaBua,
cogepxKalmeca B akTax, coctasasaowmx npaso Cotosa.
(yacTb 4 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. PelweHNa MEXIOCYAAPCTBEHHbIX OPraHoOB, MPWHATbIE HA OCHOBAHMU  MOJIOXKEHMUN
MeXAYHAPOOHbIX f[oroBopoB Poccuiticko degepauum B WUX  WUCTONKOBaHWMW, NPOTMBOPEYaLLeM
KoHctutyummn Poccuiickon ®epepaummn, He nognexkaT ucnonHeHuto B Poccuiickont ®epepauymnmn. Takoe
NPOTMBOpPEYME MOKET ObITb YCTaHOB/IEHO B NOPALKE, onpeaeneHHOM dpeaepanbHbIM KOHCTUTYLIMOHHbBIM
3aKOHOM.

(yacTb 4.1 BBepeHa desepanbHbiM 3akoHoM oT 08.12.2020 N 429-d3)

5. B Poccuiickoit degepaumm B COOTBETCTBUM C MENKAYHAPOAHbIMM A0roBopamu Poccuickoin
depepauun n (MNM) Ha OCHOBe MPUHLUMNA B3aMMHOCTM NPU3HAOTCA Pe3ynbTaTbhl KAUHUYECKUX
nccnenoBaHU  IeKapCTBEHHbIX NpenapaToB ANA MeOULMHCKOrO NPUMEHeHUs, NpoBedeHHbIX 3a
npegenamu TeppuTtopumn Poccuiickoli degepaumu.
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CratbA 4. OCHOBHbIE NOHATUA, UCNONIb3yeMble B HacToAwem PeaepasbHOM 3aKOHe

Ona u,eneﬁ HacToAlwero dJep,epaanoro 3aKOHa UCNoJ1b3yOTCA cheayrouwmne OCHOBHbIE NMOHATUA!

1) neKkapcTBeHHble cCpeacTBa - BeWEecTBa WM MX KOMOWMHaLMM, BCTyMnalolMe B KOHTAKT C
OPraHM3MOM YesI0BEKa W/IM KMBOTHOTO, MPOHMKAKOWME B OpraHbl, TKAHW OpraHM3ma 4YenoBeKka WM
KMBOTHOTO, MpUMeHsiemble gas NPOUNAKTUKM, ONATHOCTUKM (33 WUCK/IIOYEHMEM BELLECTB WM WX
KOMOWHaLMIA, HE KOHTaKTUPYIOLWMX C OPraHM3MOM YEN0BEKA UM KUBOTHOIO), 1edeHUa 3aboseBaHus,
peabunutaumm, ANa coxpaHeHus, NpeaoTBPaALLEHUA UAN NPepbiBaHUA BepemMeHHOCTN 1 NOoyYeHHbIe U3
KPOBM, MN/a3Mbl KPOBM, M3 OPraHOB, TKAHEW OPraHM3ma 4YenoBeKa WM KMBOTHOFO, PACTEHUN,
MWHEpPaAsIoB METOAAMWN CUHTE3a WU C NPUMEHEHUEM BUONOTMYECKUX TEXHONOTUI. K fieKapCcTBEHHbIM
CpeAcTBam OTHOCATCA GpapMaLeBTUYECKME CYBCTaHUMKM M IeKapCTBEHHbIE NpenapaTbl;

2) dapmaueBTUUecKan cybCcTaHUMA - IeKapcTBEHHOE CPeacTBO B BMAE OAHOMO WMAU HECKOJbKUX
obnapatolmx GpapmaKoIOrMyeckoi akTMBHOCTbIO AeNCTBYIOWMX BELLLECTB BHE 3aBMCUMMOCTU OT NPUPOAbI
NPOMUCXOXKAEHMA, KOTOpoe npegHasHayeHo AN NPOWM3BOACTBA, W3rOTOBNAEHMSA JIeKAaPCTBEHHbIX
npenapaToB 1 onpeaensiet ux apPpeKTUBHOCTD;

(n. 2 B pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) BcnomoraTesibHble  BeleCTBA - BelecTBa HEOPraHWMYecKoro WM OpraHUYecKoro
NPOUCXOXKAEHNA, UCMOb3yeMble B Npouecce MNPOU3BOACTBA, W3rOTOB/JEHMA  IEKAPCTBEHHbIX
npenapaTos 414 NPUAAHUA UM HEOBXOANMBIX PU3NKO-XUMUYECKUX CBOMCTB;

4) neKkapcTBeHHble mpenapaTtbl - JIeKapPCTBEHHblE CPeAcTBa B BUAE JIEKAPCTBEHHbIX GOopMm,
npuMeHaemble ANA NPOPUNAKTUKK, [AMarHOCTUKM, NedeHua 3abonesaHua, peabunuTtaumu, AN
coxpaHeHus, NpeaoTBpalLeHna UAK NpepbiBaHNA 6epemMeHHOCTH;

5) nekapctBeHHana GopMa - COCTOSHME NIEKAPCTBEHHOro Npenaparta, COOTBETCTBYylolee cnocobam
€ro BBeAEHMA N NPUMEHeHNA 1 obecneynBalolee 4OCTUNKEHNE HEOBXOANMOTO edebHOro apdeKTa;

5.1) p[o3MpoBKa - COAEeprkaHMe OJHOTO0 MAM  HECKO/MbKMX [OEUCTBYIOWMX BELWECTB B
KO/IMYECTBEHHOM BbIPAXKEHUM HA eAMHMLY [03bl, AN eanHULy obbema, WMAN eAMHWLY Maccbl B
COOTBETCTBUM C IEKAPCTBEHHOM GOPMOI INOO AN HEKOTOPbIX BUAOB JIEKAPCTBEHHbIX GOPM KONNYECTBO
BbICBODOOKAAaEMOr0 U3 IeKapCTBEHHOM GOpMbl AEMCTBYIOLLErO BELWECTBA 33 eANHULLY BPEMEHMU;

(n. 5.1 BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

6) nepeyeHb IKMU3HEHHO HEOBXOAMMbLIX W BaXKHEWLWWX /IeKapCTBEHHbIX MpenapatoB -
yTBEpKAaemblii MpaBuTenbcTBoM Poccuiickolt Pegepaumm nepedeHb eKapcTBEHHbIX NpenapaTos ANs
MeAMLMHCKOro MNpUMeEHEHUA, obecneynBalowmMx MPUOPUTETHbIE NOTPEBHOCTM 34pPaBOOXPaHEHMs B
uenax npoduNakTMKM W nedyeHnsa 3abonesaHnin, B ToM uucie npeobnagaloWwmnx B CTPYKType
3abonesaemocTtu B Poccuiickoit ®eaepaunm;

(8 pea. PepepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble neKapcTBeHHble NpenapaTbl - NEKAapPCTBEHHblEe NpenapaTtbl, NpeAHa3HayeHHble
NCKNIOUYUTENbHO ANA AMArHOCTUKKM, 3STMONATOreHeTUYECKOro UK NaToreHeTUYeCKoro AeYeHus (edenHus,
HanpaB/IEHHOTO Ha MexaHW3Mm pa3BuTUA 3aboneBaHna) peakunx (opdaHHbIX) 3abonesaHuUi;

(n. 6.1 BBeaeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

6.2) 6uonorMyeckme NeKapCTBEHHblE NpernapaTbl - JeKapCTBEHHbIE NpenapaTbl, AencTeylolee
BELLECTBO KOTOPbIX NMPOM3BEAEHO WM BblgeNeHO U3 BMONOTMYECKOTO UCTOYHUKA M ANA onpeaeneHus
CBOMCTB M KayecTBa KOTOPbIX HeobxoAMma KOMOBWHaLMA OUONOTMYECKMX U PUBUKO-XMMUYECKUX
meTtoaoB. K 6MONOrMYECKMM /IeKapCTBEHHbIM MpenapaTam OTHOCATCA MMMYyHOBWONOrMYecKue
NeKkapcTBeHHble npenapaTtbl, JIEKapCTBEHHble Mpenapathl, MOAyYEeHHble M3 KPOBW, MNAa3mbl KPOBU
yesioBeKa M MMBOTHbIX (32 WCKAOYEHMEM LeNbHOW KpoBM), BMOTEXHONOrMYECcKMe NeKapcTBeHHble
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npenaparbl, reHoTepaneBTUYECKNE IEKAPCTBEHHbIE NpenapaTbl, N1eKAPCTBEHHbIE NpenapaTbl HA OCHOBE
COMATUYECKUX KNETOK;
(n. 6.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pea. PeaepanbHOro 3akoHa oT
04.08.2023 N 466-93)

6.3) BbICOKOTEXHO/IOTMYHBIN JIEKAPCTBEHHbIN MpenapaT - reHoTepaneBTUYECKNI IeKapCTBEHHbIN
npenapaTt Ana MeAULMHCKOTO NPUMEHEHUA, NN NEKAPCTBEHHbIN NpenapaT Ha OCHOBE COMaTUYECKMX
KNETOK 19 MeANLMHCKOTO MPUMEHEHUSA, AN TKAaHEUHKEHEPHbIN IeKapCcTBEHHbIV NpenapaT (npenapar
TKAHEBOW UHXeHepun);

(n. 6.3 BBeaeH ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-$3)

7)  uvMmyHOBMONOrMYECKMEe JIeKapCTBEHHble Npenapatbl - JIEKApCTBEHHble Mpenaparsl,
npegHasHayeHHble gna GOPMMUPOBAHMA AaKTUBHOTO MM MACCMBHOTO MMMyHWUTETA MBO AMArHOCTUKK
HaAMuMA  UMMyHWUTETa  WAM  AMArHOCTMKM  crneunduyeckoro  nNpUMobpeTeHHOro  U3MeHeHuUs
MMMYHONOTMYECKOTO  OTBETAa Ha  anjeprusvpylowime Bewectsa. K MMMyHOBMONOTMYECKUM
NeKapcTBEHHbIM  MNpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCMHbI,  CbIBOPOTKM,
MMMYHOTN06YNUHbI U aNNepreHsbi;

(n. 7 B pea. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) bMOTEXHO/NOTMYECKMe JiIeKapCTBEHHble Mpenapatbl - JIeKapcTBEHHble  Mpenapartb,
NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C MCNO/Ab30BaHMEM OWMOTEXHONOTMYECKUX MPOLLECCOB U
MeToaoB (B Tom ymcne AHK-peKoMBMHAHTHON TEXHONOTUM, TEXHONOTMN KOHTPOIMPYEMOWN SKCMpPeccum
reHoB, KOAMpYyHOLWMX OUONOrMYecKM akTMBHble OenKM B MPOKApMOTax M 3yKapuoTax, BK/toYan
N3MEHEHHbIE KNETKU MNEKOMUTAIOWMX), TMBPUAOMHOIO MeTo4a U MeToZa MOHOK/IOHA/bHbIX aHTUTES;
(n. 7.1 BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

7.2) reHoOTepaneBTMYECKME JIeKAPCTBEHHble MpenapaTtbl - JIEKAPCTBEHHble Mpenaparsl,
dbapmaueBTUYecKaa cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOW KWUCNOTOM WU
BKNOYaeT B ceba pPEeKOMOMHAHTHYIO HYK/JEMHOBYID KWUC/IOTY, MO3BOJAIOLWYIO OCYLLECTBAATb
perynmpoBaHue, penapaumio, 3ameHy, AobasneHne UK yaaneHne reHeTUYecKol Nocnes0BaTesIbHOCTH;
(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYECKME NEeKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NpenapaTtbl U dapmaLeBTUYECKUNE
cybCTaHUMK, copepiKalime HAPKOTMYECKME CPeacTBa M BK/AKOYEHHble B [lepeyeHb HAPKOTMYECKUX
CPeacTB, MNCUXOTPOMHbIX BELWECTB M WX MPEKYpcopoB, NOANEXKAWMX KOHTponto B Poccuitckoit
depepaunn, B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickon ®Pepepaumn, mexgyHapoaHbIMU
porosopamu Poccuitckoir Pegepaunn, B Tom uncie EGUHON KOHBEHUMEN O HAPKOTUYECKUX CPeacTBax
1961 roaga;

9) NcMXOTpONHble IeKAapPCTBEHHbIE CPEACTBa - JIeKapCTBEHHble npenapaTbl U papmaLeBTMYECKUe
cybcTaHUMK, codepKalipme MNCUXOTPOMHble BELLeCTBA U BKAOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeACTB, MNCUXOTPOMHbIX BELLECTB M WX MPEKYPCOPOB, MoANEXAWMX KOHTpoao B Poccuickoi
depepaunn, B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccuiickoit Pepepaummn, mexayHapoaHbIMU
porosopamu Poccuiickoint ®egepaumm, B Tom ymcne KoHBeHUMEN O MCUXOTPOMHbIX BewecTtBax 1971
roga;

10) paanodapmaleBTUHECKME JIeKapCTBEHHbIE CPeACTBa - JIEKaPCTBEHHbIE CpeacTBa, KOTopble
CofiepKaT B roTOBOM A4/1 UCMO/b30BaHUA GOpMe OAMH PaANOHYKANA UM HECKOJIbKO PafMOHYK/INA0B
(paAnoaKTUBHbIX U30TOMNOB);

10.1) oOpUrMHANbHbLIA NEKapCTBEHHbIA MpenapaT - JIeKAapPCTBEHHbIM Mpenapat € HOBbIM
OEeVCTBYIOLMM BELLECTBOM, KOTOPbIM NepBbiM 3apernctpuposaH B Poccuiickoit depepaumm mam B
MHOCTPaHHbIX rOCYAapCTBax Ha OCHOBaHMM PE3ybTaTOB AOKANMHUYECKUX UCCNeA0BaHUI NEeKAaPCTBEHHbIX
CPEeACTB U KAMHUYECKUX UCCNEA0BAHNA NEKAPCTBEHHbIX NPENapaToB, NOATBEPKAAOLLMNX €r0 KauyecTso,
3pPeKTUBHOCTb U H€30NaCHOCTb;
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(n. 10.1 BBeaeH PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbIN NEKAPCTBEHHDIV NpenapaT - IeKapPCTBEHHbIM NpenapaT, KoTOPbIM UCNonb3yeTca
ONA OLUEHKN BMOIKBUBAIEHTHOCTU UM TepaneBTUYECKON 3KBMBANEHTHOCTM, KadecTBa, 3PpPeKTUBHOCTH
n  6e3onacHoCTM  BOCMPOW3BEAEHHOFO  JIEKAPCTBEHHOrO  Mpenapata wWAM  BMOAHANOroBOro
(6ronoagobHOro) nekapcTeeHHoOro npenaparta (bnoaHanora). B kauectse pedepeHTHOro NeKapCTBEHHOMO
npenaparta gas MeauuMHCKOro NMPUMEHEHUA UCNO/b3YeTCA OPUTMHaNbHbIN IeKapCTBEHHbIM npenapar
nMbo, ecnn OPUTMHANbHBIN NIeKAaPCTBEHHbIN NpenapaT He 3aperncTpupoBaH WM He HaxoauTca B
obopoTte B Poccuiickon Pepepaumm M He Haxoamtca B 060poTe B WMHOCTPAHHbIX TOCYAapcTBaXx,
BOCMPOM3BEAEHHbIN NEeKapCTBEHHbIN npenapaT uamM 6uoaHanorosbiii (6MoONoA06HbIN) NEKAaPCTBEHHbIN
npenapat (buoaHanor), KOTopblii NepBbIM 3aperncTpupoBaH M3 4Yucia HaxogAwmxca B obopoTe B
Poccuitickolt depepaunn, GUOSKBMBANEHTHOCTb MM TepaneBTUYECcKasn 3KBUBAJIEHTHOCTb, KayecTso,
3dPeKTMBHOCTL M 6E30MacHOCTb KOTOPOro OLEHMBANUCL MO OTHOWEHWID K OPUrMHANbHOMY
JIeKapCTBEHHOMY nMpenapaTty, a TaKXKe KayecTBo, 3¢pGdeKTMBHOCTb W 6He30nacHOCTb KOTOPOro
noaTBep:KaatoTca pesynbTataMmn dapmMaKkoHaa30pa U NPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB,
Haxo4AWMXCA B rpa)kgaHCcKom o06opoTe, ycTaHOBNEHHbIM TpeboBaHMAM K MUX KadecTBy. B KauecTse
pepepeHTHOro NeKapcTBEHHOro npenapata A/l BETEPUHAPHOrO MNPUMEHEHUA  UCMOJb3yeTcA
JIeKapCTBEHHbIM npenapat AnA BeTepUHaAPHOro NPUMEHEHMUA, 3apPernmcTpuMpoBaHHbIA B Poccuiickomn
depepaunn Ha OCHOBAHWUW PE3Y/bTAaTOB AOKAMHUYECKUX WUCC/EeAOBaHWIN NIeKapCTBEHHbIX CPeacTB U
KNAMHUYECKMX  MUCCNeAO0BaHUMA  NIEKAPCTBEHHbIX MNPEnapaToB, MOATBEP)KAAOWMX €ro KayecTso,
3 PeKTMBHOCTb 1 Be30NacHOCTb;
(n. 11 B peq,. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) BOCNpPOM3BEAEHHbIN /IEKAPCTBEHHbIA MpenapaT - JIeKapCTBEHHbIMW npenapat  Ans
MEOVLMHCKOTO MNPUMEHEHMA, KOTOPbIN WMMEET 3KBMBANIEHTHbIA pedepeHTHOMY NeKapCcTBEHHOMY
npenapaTty KauyecTBEHHbI COCTAaB U KONMYECTBEHHbIN COCTaB AEMNCTBYIOLWMX BELLECTB B 3KBMBAJIEHTHOM
JNleKapcTBeHHON dopme, MO0 NEeKapCTBEHHbIN NpenapaTt AN1A BETEPUHAPHOIO MPUMEHEHUA, KOTopPbIn
MMeeT TaKMe Xe, 4To U pedepeHTHbI JIeKapCTBEHHbIM MpenapaT, KayecTBEHHbIA COCTaB M
KO/IMYECTBEHHbIN  COCTaB  [AEWCTBYIOLWMX BELWeCTB B TAKOM e  NeKapCcTBeHHOU  dopme,
OMO3KBMBANIEHTHOCTb WM TepaneBTMYECKasa  3KBMBAJIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY SIeKapCTBEHHOMY NpenapaTty NoOATBEPKAEHA COOTBETCTBY MMM UCCeL0BAHUAMMY;

(n. 12 B pea. epepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTUYECKan 3KBUBANEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUMKEHME KAMHMYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3pdeKTa M noKasatenei adppeKkTMBHOCTM M 6esonacHocTM npu
NPMMEHEHWUM /IEKAPCTBEHHbIX NPenapaToB ANA MEeAMUMHCKOrO MNPUMEHEHUS, WMEIOWNUX OOHO
MeXAyHapoaHoe HenaTeHTOBaHHOoe (MM XMMWYECKoe, WAW TPYMNMNMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX LO3MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NMPUMEHEHUI0 U NPU OAMHAKOBOM
cnocobe BBeAEHMA Y O4HOM N TOW e rpynnbl 60NbHbIX;

(n. 12.1 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanorosblit (6MoNoAo6HbLIN) NeKapcTBeHHbIM nNpenapat (bMoaHanor) - 6uonornyeckuin
NIeKapCTBEHHbIN NpenapaT, CXOXUIK Mo napameTpam KadyecTBa, 3PPeKTUBHOCTM M He3onacHocTU C
pedepeHTHbIM BMONOTMYECKUM /IeKaPCTBEHHbBIM MPEenapaTtoM B TaKOW Ke /leKapCTBeHHOW ¢opme U
UMEILNIA MAEHTUYHbIN cnocob BBeAeHUS;

(n. 12.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMmoO3aMeHsIEMbIN IeKapPCTBEHHbIM Npenapar - IeKapCTBEHHbIW NpenapaTt ¢ AOKa3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OUOSKBUBANEHTHOCTbIO B OTHOLIEHUM pedepeHTHOro
JIeKapCTBEHHOrO Npenaparta, MMeoLWNN 3KBUBAIEHTHbIE eMY KauyeCTBEHHbIN COCTAaB U KOJIMUYECTBEHHbIN
COCTaB AEeNCTBYIOLWMNX BELLECTB, COCTAB BCMOMOraTe/ibHbIX BELLECTB, IeKapCTBEHHYO dopmy M cnocob
BBEAEHUS;

(n. 12.3 BBeaeH PeaepasibHbiM 3aKOHOM OT 22.12.2014 N 429-93)
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12.4) 6MO3KBMBANEHTHOCTb /IEKApPCTBEHHbIX MpenapaTtoB - [AOCTUMKEHME COMNOCTaBUMbIX
nokasaTenei CKOPOCTM BCacCbiBaHWA, CTEMEHU NOCTYMN/IeHUA K MecTy AeWCTBUA M CKOPOCTU BbiBeAeHUA
OAHOr0 WAW HECKOJIbKMX 0bnafatolmx hbapmaKkoNorMyeckon akTUBHOCTbIO AeUCTBYIOWMX BELLECTB Npu
NPUMEHEHUN IEKAPCTBEHHbIX MPenapaToB AAa MeAMLMHCKOTO MNPUMEHEHMA, WMEWMX OAHO
MeXKAYHapoAHOe HenaTeHTOBaHHOE (MU XMMUYEcKoe, WKW TPYNNUMPOBOYHOE) HaUMeHOBaHue, B
3KBMBAJIEHTHbIX J03MPOBKax U NPU 0AMHAKOBOM crocobe BBeAeHUS;

(n. 12.4 BBeaeH dPeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) nekapcTBeHHOE PacTUTENbHOE CbiPbe - CBEXME WN BbICYLEHHbIE pacTeHua AnMbo nx 4acTu,
ncrnonb3yemble A0 MPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB OpraHM3auMamMu - MPOM3BOAUTENAMM
JIeKapCTBEHHbIX CPEACTB UM M3TOTOBNEHWNA SIeKapCTBEHHbIX NPenapaTtos anTeyYHbIMU OpraHn3auusamu,
BETEPUHAPHbIMM anTeYyHbIMU OPraHM3aunAMKU, UHANBUAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLIMMM
NMLEH3MI0 Ha dapMaLLeBTUYECKYIO AeATe/IbHOCTb;

14) nekapCTBEHHbIM PacTUTENbHbIM NpenapaT - IeKaPCTBEHHbIM NpenapaTt, NPOU3BEAEHHbIA UK
M3roTOBNIEHHbIV U3 O4HOTO BUAA IEKAPCTBEHHOMO PACTUTE/IbHOIO CbiPbA UK HECKO/IbKMX BMAOB TaKOro
CbIpbs U peanmsyemsblii B pachpacoBaHHOM BUAE BO BTOPUUYHOM (NOTPEBUTENBCKOM) YNaKOBKE;

15) romeonaTMYeCcKNn NEKAPCTBEHHbIN MpenapaT - NeKapCTBEHHbIM npenapaT, NpousBeaeHHbIN
WIU W3rOTOBNIEHHbIN M3 dapmaleBTUYecKor cybcTaHumMn uam ¢GapmaleBTUYECKUX CcybCcTaHuuii B
COOTBETCTBMM C TPeboBaHUAMM 0OLWMX PapMaKonenHbIX CTaTeln K FOMEONaTUYECKUM JIEKAPCTBEHHbIM
npenapatam WM B COOTBETCTBUM C TpeboBaHUAMWM dapmaKonen CTpaHbl NMPOU3BOAUTENSA TaKOro
JIeKapCTBEHHOMO NpenapaTa;
(n. 15 B pepq,. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapogHoe HenaTeHTOBAaHHOE HauMMeHOBaHWEe JIEKAapCTBEHHOTO  cpeAcTea -
HauMeHOBaHWE AeNCTBYIOLWEro BewecTBa QapmaueBTUYECKOW CybCcTaHUMKW, pPeKoMeHAOBaHHOoe
BceMMpHOM opraHusaumein 34paBooXpaHeHus;

(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHWE NEKAPCTBEHHOro CPeacTBa - HaMMEHOBaHME JIEKAapPCTBEHHOrO
cpencTBa, NPUCBOEHHOE ero pas3paboTyMKkom, aeprkaTenem WAM BHafesibLeM pPerncrpauyoHHOro
YAOCTOBEPEHUA IEKAPCTBEHHOMO NpPenapaTa;

(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE JIeKAPCTBEHHOro Mpenapata - HaUMMEHOBaHWe
NIeKapCTBEHHOrO Npenapara, He UMeloLWEero MeXXAyHapoAHOro HenaTeHTOBAHHOrO HaMMEHOBAHUA, NN
KOMBWHaLMM NIeKapCTBEHHbIX NpenapaToB, UCMNOJib3yeMoe B Lenax obbeguMHeHus ux B rpynny nog,
€4MHbIM HAMMEHOBAHUEM UCXOAA U3 OANHAKOBOTO COCTaBa AEMCTBYHOLLMX BELLECTB;

(n. 17.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

18) obuian papmakonenHan cTaTbs - AOKYMEHT, yTBEPKAEHHbIN YNOJHOMOYEHHbIM peaepanbHbIM
OpraHoM WMCMOJIHUTENbHOW BNACTU M COAEpXKallMii nepevyeHb NokasaTenen Kadectsa M (Mamn) metonos
KOHTPO/IA KayecTBa KOHKPETHOW /N1eKapCTBEHHON ¢GOpPMbI, JIEKAPCTBEHHOMO PACTUTE/NIbHOIO CbipbS,
BCMOMOTaTe/IbHbIX BELLEeCTB, OMNUCaHUA BUONOrNYECcKMX, BUOXMMUYECKUX, MUKPOBUONOTNYECKUX,
PUIMKO-XMMUYECKUX, PUIUYECKMX, XMMUYECKMX MU APYITUX METOAOB aHa/M3a SIeKapCTBEHHOIO CPeacTBa,
a Takxe TpeboBaHMA K WCMOAb3yeMbIM B LEAAX NpoBeAeHMA [aHHOIo aHa/jn3a peakTMBaMm,
TUTPOBAHHbIM PaCTBOPaAM, MHANKATOPAM;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 30.01.2024 N 1-03)

19) cdapmaKonelHas cTaTb - [AOKYMEHT, YTBEPKAEHHbIA YMNOJHOMOYEHHbIM deaepasnbHbIM
OpraHOM WCMONIHUTENbHOW BAAcTU W COAEPMKaluMi nepeyeHb MOKas3aTesel KayecTBa M MeToAOB
KOHTPONIA  KayecTBa  /JIeKapCTBEHHOTO  CPEACTBA,  JIEKAPCTBEHHOTrO  PAcCTUTE/IbHOMO  CbipbA,
BCMOMOraTe/IbHbIX BELLLECTB;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)


https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&dst=100018
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100030
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100032
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100033
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100034
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100036
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100017
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100037
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100018

19.1) cTtaHaapTHble 0bpasubl - BelwecTBa, NOCPEACTBOM CPAaBHEHMA C KOTOPbIMWU OCYLLECTBAAETCA
KOHTPONb KayecTBa MCCAedyeMblX /IeKapCTBEHHbIX CPeAcTB C MOMOLLbIO  PUINKO-XUMUYECKUX U
6MONOrMYECKNX METOA0B B LLeNAX NOATBEPKAEHNA COOTBETCTBMA NEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM
HOPMaTUBHOW [OKYMEHTALNMM, YCTAHOBAEHHbIM NPU OCYLLECTB/IEHUM TOCYAapCTBEHHOW perucTpaumm, u
KOTOpble NPUMEHAIOTCA AN KaAMBPOBKM CTaHAapPTHbIX 06pa3LOB MNPOU3BOAUTENSA NEKAaPCTBEHHbIX
CpeacTs, UCNONb3yeMbIX ANA KOHTPO/NA KayecTBa M WHbIX Lefeld nNpu obpalleHUM NeKapCTBEHHbIX
CpeAacTs;

(n. 19.1 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) dapmakonenHbl CTaHAAPTHbLIN obpasel, - CTaHAapTHbIA obpasel, NPOU3BEAEHHbIN B
COOTBETCTBMM C papMaKonenHom cTaTben;
(n. 19.2 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20) HoOpmaTMBHaA AOKYMEHTaUMA - OOKYMEHT, COAEpKaluii nepeyeHb onpegensembix no
pesy/nbTaTam COOTBETCTBYIOWMX 3KCMNEepTM3 MOKasaTesei KayecTBa JIeKapCTBEHHOro cpeacTBa As
MeAMLMHCKOro MPUMEHEHUSA, METOA0B KOHTPO/IA €ro KayecTBa U YCTaHOB/IEHHbIM ero Npou3BoAMTENEM;

21) HOPMaTMBHbIN [AOKYMEHT - [OKYMEHT, COAep)Kaliui MnepeyeHb onpeaensembix nNo
pe3ynbTaTam COOTBETCTBYIOLLMX SKCNEPTMU3 MOKasaTesieit KayecTsa U (M1M) METOA0B KOHTPOIA KayecTBa
NIEKAPCTBEHHOM POpPMbI, ONMUCcaHUA BUONOTUYECKMX, DUOXMMUYECKUX, MUKPOBUOIOrMYECKNX, GU3NKO-
XUMUNYECKUX, DUBNYECKUX, XMMUYECKUX M APYrMX METOAOB aHa/n3a JIeKapCTBEHHbIX CPeAacTB AA
BETEPMHAPHOIro NPUMeHeHusa, TpeboBaHMA K MCMOMb3YEMbIM B LLENASAX NPOBEAEHUA OAHHOrO aHaaAu3a
peakTnBam, TUTPOBAHHbIM PacTBOpPam, UHANKATOPAM U YCTaHOBJIEHHbIN €ro NPon3BoOAUTENEM;

21.1) obwmit TEXHUYECKMI OOKYMEHT - KOMMJIEKT AOKYMEHTOB M MaTepuasnoB, COCTOALLMIA U3
HECKO/IbKMX  pa3genioB -  AOKYMEHTauMM  agMWHUCTPATMBHONO  XapaKTepa,  XMMWYECKoM,
dapmaLeBTMUECKON W OBUONOTMYECKOW [OOKYMeHTauuu, ¢$apMaKosIorMyeckon, TOKCUKONOTMYecKomn
OOKYMEHTaLMN, KANHUYECKOW [AOKYMEHTauuMuM U npeacTaBAaemblt OAHOBPEMEHHO C 3aAB/IEHUEM O
rocy4apCcTBEHHOW pPEerucTpauMmM NeKapCTBEHHOro npenapata AnAd MegMUMHCKOro NpMMEHEHUA B
dopmare, ycTaHOBNEHHOM YMOJIHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOJIHUTENBHOM BNIACTMY;

(n. 21.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

22) KayecTBO JIEKAPCTBEHHOrO CPeACTBa - COOTBETCTBME /IEKAPCTBEHHOrO cpeacTBa TpeboBaHUAM
dapmaKonenHomn cTaTbM MO0 B Cly4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALMN UM HOPMATUBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb J/IEKApCTBEHHOro CPeACTBa - XapaKTEPUCTMKA JIeKapCTBEHHOro CpeAacTsa,
OCHOBaHHas Ha CPaBHUTE/IbHOM aHanun3e ero 3GPeKTUBHOCTU N PUCKA NPUYMHEHMSA Bpeaa 340P0BbI0;

24) 3ppeKTUBHOCTb /IeKapCTBEHHOrO npenapata - XapaKTepUCTMKa CTeMeHU MOJI0XKUTENbHOTo
BAUAHMA NEKapCTBEHHOro npenapata Ha TeyeHue, NPOAO/BKUTENbHOCTb 3abonesBaHMA WAU  ero
npegoTepalieHMe, peabuauTauuMio, Ha  COXpaHeHWe, npeaoTBpalleHMe WAWM  MnpepbiBaHuMe
bepemMeHHOCTY;

25) Cepma nekapCrBeHHOro cpeactBa - KOJIMYECTBO /IEKAPCTBEHHOIO CpeacTea, npon3segeHHoe B
pe3ynbTaTte OA4HOINo TEXHO/NONMYECKOro LMKaa ero npon3sognTenem;

26) perucrpauMoHHOe yo0CTOBEpeHMEe NIeKapCTBEHHOro npenaparta - 3anucb B rocy4apCTBEHHOM
peecTtpe JfieKapCTBEHHbIX CPeACTB, NoATBepAalowaa ¢aKT rocyAapCTBEHHOM  perncrpauuu
NleKapcTBEHHOro npenapaTta, M (MAK) OOKYMEHT, noAaTBepXAaalowmnii  $akT rocyaapcTBeHHOM
perucrTpauunn (perucTpaumm) nekapcTBeHHOro npenapara;

(n. 26 B peq. ®epepanbvHoro 3akoHa ot 30.01.2024 N 1-$3)

26.1) aep:katenb AN BAageNeL, PerucTpaLMoHHOro yA0CTOBEPEHMS 1EKapCTBEHHOrO Npenapara -
pa3spaboTuMK /leKapCTBEHHOro CPeAcTBa, MPOM3BOAUTENb NIEKAPCTBEHHbIX CPEeACTB WAM  MHOoe
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topuanyeckoe nmuo, obnagatoulee NpaBom BAALEHUA PErMcTpaLMOHHbIM yA0CTOBEPEHUEM, KOTopblie
HEecyT OTBETCTBEHHOCTb 3a KayecTBo, 3pPEKTUBHOCTb M 6E€30MacHOCTb 1EKAaPCTBEHHOrO Npenapara;
(n. 26.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) pernctpauMoHHbIit HOMep - KopoBoe o0603HauYeHWe, MNPUCBOEHHOE JIeKAapCTBEHHOMY
npenapary nNpu ero rocy4apcTBEHHOM PErucTpaumm AN pernctTpaumm;
(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

28) obpalleHne JfieKapCTBEHHbIX CPeacTB - pas3paboTka, [AOKAMHUYECKME UCCNeAOBaHMA,
KAMHUYECKME UCCNeLOBaHWUA, 3KCMepTU3a, [OCYAApPCTBEHHas pernctpauua  WAM  perucTpaums,
CTAHAAPTM3aLMA U KOHTPO/b KayecTBa, NPOU3BOACTBO, M3rOTOBNEHUE, XPaHEHWE, NepeBO3Ka, BBO3 B
Poccuiickyto ®epepaunto, BbiBo3 U3 Poccuinickon degepaunm, peknama, oTnyck, peannsaumsa, nepesaya,
NPUMEHEHWE, YHUUTOXEHWE NIEKAPCTBEHHbIX CPEACTB;

(B pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

29) cybbeKTbl 06palleHUs NEeKapCTBEHHbIX CPeacTB - OU3MYECKME Auua, B TOM 4ucae
WUHAMBUAYANbHbIE MPEANPUHMMATENN, U OPUAMYECKME NULA, OCYLLECTBAAIOWME AEATeNbHOCTb Mpu
06palleHnM TeKapCTBEHHbIX CPeACTs;

30) pa3paboTuMK fleKapCTBEHHOro CpeacTBa - oOpraHusauus, obnagalowas npaBamMy  Ha
pes3ynbTaTbl AOKAMHUYECKMX WUCCAELOBAHUN JIEKAPCTBEHHOTO CPEACTBA, KAMHUYECKUX WUCCAeLOoBaHWUM
JIeKapCTBEHHOrOo npenapara U (MAn) Ha TeXHONOTMI0 MPOU3BOACTBA IEKAPCTBEHHOIO CPeACTBa;

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

31) NpoM3BOACTBO NIEKAPCTBEHHbIX CPEACTB - AEATE/NIbHOCTb MO MPOU3BOACTBY JIEKAaPCTBEHHbIX
CpeACTB OpraHM3aLMAMM - NPOU3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB HA OJHOMN CTafMMn, HECKONbKUX
NN BCEX CTaAMAX TEXHOMOMMUYECKOro NPOLEcca, a TakkKe No XPaHeHUIo 1 peannsaumm nponsseaeHHbIX
NeKapCTBEHHbIX CPEeACTB;

31.1) npou3BOACTBEHHas  NAOWAAKA - TeppuTOpuanbHO  060COBNEHHBIM  KOMMNIEKC
NPOu3BOAUTENA NEKAPCTBEHHbIX CPeACTB, MNpefHa3HauYeHHbl ANA BbINOJHEHMA BCEro npoLlecca
NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB UM ero onpeaeneHHoN cTaaum;

(n. 31.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

32) npousBoamuTeNib /IEKAPCTBEHHbIX CPEACTB - OpraHM3aums, OCYLLECTBAAIOLAA MPOM3BOACTBO
NleKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMM HacToslero ®eaepasibHOro 3aK0oHa;

33) dapmaLeBTMUECKan AeATENbHOCTb - AeATeNbHOCTb, BKAOYaowasa B ceba onTosyo TOPros/to
NeKapCcTBEHHbIMM  CPeACTBaMM, MX XpaHeHMe, MepeBo3Ky W (MAM) PO3HUYHYIO  TOProBAIO
NeKapcTBEHHbIMM NpenapaTamy, B TOM 4YMC/le AWUCTAaHUMOHHbIM CNocobom, MX OTNYCK, XpaHeHwue,
nepeBO3Ky, M3rOTOB/IEHUE IEKAPCTBEHHbIX NpenapaTos;

(8 pea. PepgepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHuM3auMa ONTOBOM TOPrOBAM  JIEKAPCTBEHHbIMM  CPeACTBAMM - OpraHM3aums,
OCYLLECTBNIAOLLAA ONTOBYIO TOPrOB/IO JIEKAPCTBEHHBLIMW CPEACTBAMM, WMX XpPaHeHWe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMMK HacToAwero ®enepasbHOro 3aKOHa;

35) anTeyHas oOpraHWsauuMa - OpraHu3aums, CTPYKTypHOe noapasfaeneHne MeauUMHCKON
OpPraHM3aLMm1, OCYLECTBAAOLME PO3HUYHYIO TOPTOB/O IEKAPCTBEHHLIMU MpenapaTamu, B TOM Yncne
ANCTaHUMOHHbIM  CNocobom, XpaHeHue, MNepPeBO3KYy, W3roTOBJAEHME W OTMNYCK /eKapCTBEHHbIX
npenapaTtoB A1 MeAMLUMHCKOrO MPUMEHEHUA B COOTBETCTBMM C TpebOoBaHMSAMWM HACTOALLEro
denepanbHOro 3aKoHa;

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHMsaumMa - OpraHusaums, CTPYKTypHOe mnoapasgeneHue
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BETEPUHAPHOW OpPraHU3aLMm, OCYLLLECTBAAIOLWME PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTamu,
B TOM uucCae AWUCTAaHUMOHHbIM CrMocobom, XpaHeHWe, M3rOTOBNEHME W OTNYCK JIeKapCTBEHHbIX
npenapaTtoB ANA BETEPUHAPHOTO MNPUMEHEHWA B COOTBETCTBMM C TPebOBAHMAMM HACTOSLLErO
denepanbHOro 3aKoHa;

(B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcudUUMpPOBaAHHOE  NEKApPCTBEHHOE  CPEeACTBO -  JIEKApCTBEHHOE  CpeacTBo,
CONpPOBOXKAAEMOE NI0XKHOM NHbOPMaLMen 0 ero cocTase U (MnK) NponssoauTene;

38) HepobpoKayecTBEHHOE /IEKapCTBEHHOE CPeACTBO - JIEKapCTBEHHOe CpeacTBo, He
cooTBeTcTBytoLLee TpeboBaHUAM dapmaKonelnHoin cTaTbk NGO B Cyyae ee oTcyTcTBUA TpeboBaHMAM
HOPMaTMBHOM AOKYMEHTaLMM AN HOPMATUBHOIO AOKYMEHT];

39) KoHTpadaKTHOe /IeKapCTBEHHOe CPeACTBO - JIEKAPCTBEHHOE CPeACTBO, HaxodsAweecAa B
060poTe ¢ HapyLWeHNEM rpaykAaHCKOro 3aKoHO4aTeNbCTBa;

40) [OOKAMHMYECKOe  ucCefloBaHME  NIeKapCTBEHHOro  cpeAactea -  Buosiormyeckue,
MUKPOBUMONOrNYEeCcKMe, UMMYHONOTMYECKMe, TOKCUMKOoNorMyeckne, dapmakosiornieckue, ¢pusnyeckue,
XMMUYECKNE N APYrUe UCCNed0BaHUA NeKapCTBEHHOro cpeacTBa NyTemM NPUMEHEHMA HayYHbIX METOA0B
OLEHOK B LeNIAX MoJlyYyeHUs AoKas3aTenbCTB 6e30MacHOCTH, KayecTBa U 3GPEKTUBHOCTM 1IEKAPCTBEHHOTO
CpeAacTBa;

41) KAMHUMYECKOe MCCnefoBaHWe JIeKapCTBEHHOro npenapaTta - M3ydeHue AMArHOCTUYECKMX,
nevyebHbIX, NPodUNAKTUYECKNX, HAaPMaKOIOTUYECKMX CBOWCTB JIEKAPCTBEHHOrO npenapaTta B npouecce
€ro NPMMEeHEeHWa y YesoBEKa, KMBOTHOIO, B TOM 4MCAe MNPOLLECCOB BCACbiBaHWA, pacnpeneneHus,
M3MEHEHWUA W BbIBEAEHMA, NyTeM MPUMEHEHMA Hay4YHbIX METOAO0B OLLEHOK B LENAX MoayYyeHus
[AOKa3aTenbcT8 6e3onacHocT, KavecTBa M 3PEKTUBHOCTU NIEKAPCTBEHHOro npenapaTa, AaHHbIX O
HeXkenaTesNbHbIX pPeaKkuMaX OpraHM3ma YenoBeKa, MMBOTHOMO HA MNPUMEHEHWE NEeKAPCTBEHHOMO
npenapata 1 06 adpdekTe ero B3aMMOAENCTBUA C APYTMMU NEKAPCTBEHHbLIMKU Mpenapatamu U (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMu;

42) MHOrOLEHTPOBOE  K/AMHMYECKOe WUCCegoBaHME  JIEKapCTBEHHOro npenapata  Ans
MeAMUMHCKOrO MPUMEHEHMS - KJAMHWYEeCKoe WCCiefoBaHMEe /NIeKapCTBEHHOro npenapaTta  A4as
MeAMLMHCKOro NpYMeHeHUs, NPOBOAMMOE Pa3paboTUMKOM SieKapCcTBEHHOro npenapara B AByx U 6osee
MEAMLMHCKUX OpraHmn3aumax no eamHOMy MPOTOKOAY KAMHWMYECKOro MCCAefoBaHWUA NeKapCTBEHHOMO
npenapara;

43) mexayHapoaHOe MHOMOLLEHTPOBOE K/MHMYECKOEe MCCNeAoBaHMe IeKapcTBEHHOro npenapara
ONA MeAULMHCKOro MPUMEHEHMA - KAWMHWYECKoe Wucc/ieoBaHMe /NeKapCTBeHHOro npenapata AnaA
MeANLMHCKOTO MPUMEHEHMA, NMPOBOANMOE pPa3paboTUMKOM SIeKapCTBEHHOrO npenaparta B pPas/inyHbIX
CTpaHax No eAMHOMY MPOTOKO/Y KAMHUYECKOro UCC/eA0BaHUA IeKapCTBEHHOrO Npenapara;

44) nocTperncTpaumoHHOE K/MHUYECKOe UCCnefoBaHME /NeKapCTBEHHOro npenapaTta Anas
MeAMLUMHCKOrO MPUMEHEHMA - K/AMHUYECKoe WCCNefoBaHMe JIeKapCTBEHHOro npenaparta  Ans
MeAMUMHCKOrO  NPUMMEHeHus, NPoBOAMMOE  MPOWM3BOAMTENEM  JIeKAapCTBEHHOro  npenapara,
rpaX4aHcKMit  06OpPOT KOTOPOro OCYLLECTBAAETCA NOCAEe FOCYyAapPCTBEHHOW perncrpauum  uam
perucTpaumn, B Uenax AonoaHUTenbHoro cbopa paHHbIX 0 ero 6esonacHocTM M 3GGEKTUBHOCTY,
pacliMpeHns MoKasaHWi K NPUMMEHEHUI0 LaHHOMO JIeKapCTBEHHOro MpenapaTta, a TaKXe BblABAEHMS
HexenaTesIbHbIX peakuuii NaLmMeHToB Ha ero AencTeue;

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

45) nccnegoBaHue 61O3KBMBAIEHTHOCTH NEeKapCTBEHHOINo npenaparta - BUA KJAWHUYECKOTO
nccnengoBaHMA NeKapCTBEHHONO npenaparta, nposeaeHne KOTOporo ocywecrtsanAaeTca AnAa onpeaeneHmaA
CKOpPOCTHN BCacCbiBaHMA W BbiBeAeHNA OAHOro WaAN HECKOJIbKUX o6na,u,a+om,mx d)apMaKOﬂOFMLIeCKOVI
dKTUBHOCTbIO AGVICTBVFOUJ,VIX BelwecTtB, KOJ/IM4eCTBa JIEKAPCTBEHHOrNo npenapata, AOCTUrarouiero
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CMCTEMHOIO KPOBOTOKA, M pe3y/ibTaTbl KOTOPOro NO3BOJISIOT CAeNaTb BbiBOA O OMO3KBUBANEHTHOCTU
BOCMPOW3BELEHHOrO /IEKAPCTBEHHOro MpenapaTta B ONpeAesieHHbIX JIeKapcTBeHHoW dopme U
[03MPOBKE, COOTBETCTBYIOLLMX POPME U A03NPOBKe pedepeHTHOro NEeKAPCTBEHHOMO Npenapara;

(n. 45 B pepg,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) wvccnefoBaHMe TepaneBTUYECKON 3KBMBANIEHTHOCTM JIEKAPCTBEHHbIX MNpenapaToB - BUA,
KNAMHUYECKOTO UCCNeA0BAHNA NEKAPCTBEHHbIX NPENapaToB, NPOBEAEHME KOTOPOrO OCYLLECTBAAETCA A
BbIAB/JIEHUS OAMHAKOBbIX CBOMCTB /1IEKAPCTBEHHbIX NpPenapaToB onpeaesieHHOM neKapcTBeHHoN GopMbl,
a TaKXe Ha/nuMA OOMHAKOBbIX MOKasaTeneir 6e30nmacHOCTM U 3PPEKTUBHOCTU IEKAPCTBEHHbIX
npenapaToB, OAMHAKOBbIX KIMHUYECKMX 3DDEKTOB NPU UX MPUMEHEHUU;

47) NPOTOKO/ KAMHWYECKOrO UCCNeA0BaHNA IeKapCTBEHHOro npenapaTa - A4OKYMEHT, B KOTOPOM
onpeaensoTca uenu, GopmMmbl opraHM3aunmn U MeToA010rMA NPOBeAeHUA KAUMHUYECKOro UccieaoBaHus,
cTaTUCTMYecKMe meToabl 06paboTKM pes3ynbTaToB TaKoOro UcCcnedoBaHMA U Mepbl Mo obecnedeHuto
6€30MacHOCTM  GU3NYECKUX ML, Y4YacTBYHOLWIMX B KAMHUYECKOM MCCed0BaHUM fIeKapCTBEHHOro
npenapara;

48) Obpowtopa uccnegoBaTens - CBOAHOE W3/IOXKEHME Pe3y/bTaToB  AOK/JAMHMYECKOro
NccnefoBaHUA IEKAPCTBEHHOMO CPEeACTBA U KAMHUMYECKOrO UCC/eL0BaHNA NEeKAPCTBEHHOMO npenapaTa
ONA MeANUMHCKOro NPUMEHEeHUs;

49) MHGOPMALMOHHBIN IMCTOK MaLMEHTa - OKYMEHT, B KOTOPOM COAEpPXKATCA B AOCTYNHOM dopme
CBeAEeHMA, KacalwLmeca NpoBOAMMOro KAMHUYECKOrO UCCNe0BaHUA NEKapCTBEHHOrO npenapaTta, U B
bopme 3/MeKTPOHHOrO [AOKYMEHTA, MOAMUCAHHOTO MaLMeHTOM (ero 3aKOHHbIM MpeacTaBUTENIEM) C
NCNO/Ib30BaHNEM YCUNEHHOWN KBaIMPULMPOBAHHOM 3N1EKTPOHHOM NOANUCU UAM NPOCTOM SNEKTPOHHOM
noanucyM nocpeacTBOM MNPUMEHEHUS eAMHOW CUCTEMbl MAEHTUOUKAUMKM U ayTeHTMOMKauMKn, M no
KENAHUIO nauMeHTa B MUCbMeHHOW ¢opme [06pPOBONbHOE COrflacMe naumMeHTa Ha y4yacTue B
KIMHUYECKOM WCCNeAoBaHMM JIEKAPCTBEHHOrO MpenapaTta nocae O3HaKOMJIEHMA C O0COBeHHOCTAMM
KJIMHUYECKOTO UCCIef0BaAHNA, MMEIOLWMMMN 3HAYEHME A1 BbIPAXKEHUs TAKOro cornacus;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

50) nobouyHoe pencTBME - peakuua oOpraHM3ma, BO3HMKLWIAS B CBA3M C MNPUMEHEHWEM
JIeKapCTBEHHOrO npenapaTa B [A03aX, PEKOMEHAYEMbIX B MHCTPYKUUM MO €ero MNpuUMeHeHuto, And
NPOGUNAKTUKN, ANAFHOCTUKM, NeveHns 3aboeBaHma nam ana peabunutaymu;

50.1) HexenaTenbHaa peakumsa - HenpeaHamepeHHasa HebnaronpuATHas peakuMa OpraHM3ma,
KOTOpasa MOXKeT bbITb CBA3aHA C MPUMEHEHMEM /IeKaPCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexKenaTes/ibHas pPeaKkuus - HexenaTeslbHasa peaKkLus OpraHM3ma, CBA3aHHas ¢
NPMMEHEHMEM NEKapPCTBEHHOro npenapaTa, NpPUBEAWas K CMepTW, BPOXAEHHbIM aHOMa/MAM WM
nopoKam passButTUa AnbBo npeacTaBaalowWas coboi yrposy »KU3HW, Tpebylowas rocnuTanmsauun uam
npuBeALlan K CTOMKOM yTpaTe TPyA0CNOCOBHOCTM U (MAKN) MHBAANAHOCTH;

52) HenpeaBuAeHHas HeKenaTenbHaa peakuusa - HeKenaTe/lbHaAa peakuus opraHuMsma, Kotopas
CBA3aHa C NMpUMEHeHWEeM JieKapCTBEHHOro npenapata B 403aX, PeKOMeHAyeMblX B MPOTOKO/ME ero
KAMHUYECKOTo uccnefoBaHMA, bpolwtope uccnegoBatensa, WAWM C NPUMEHEHUMEM J1IeKapCTBEHHOTO
npenapata B [403aX, PEKOMEHAYeMbIX B WHCTPYKUMM MO ero nNpuUMEeHeHUIo Ans MNpPodUNaKTUKMY,
ONAarHOCTUKMN, NeYyeHus 3aboneBaHua UAK MegULMHCKON peabuamTaumm naumeHTa, U CyLHOCTb, TAXKECTb
WAN UCXOH, KOTOPOW He COOTBETCTBYEeT MHbOPMaLUM O NeKapCcTBEHHOM npenapaTe, cofepikalleica B
NPOTOKO/NE €ero KAMHUYECKOro McCc/edoBaHUA, bpolwope uccnenoBateNa WAM B UHCTPYKUMM NO
NPUMEHEHUI0 NeKapCcTBEHHOro Npenapara;

(n. 52 B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHaa30p - BUA AEATENbHOCTM NO MOHWUTOPUHTY 3QPEKTUBHOCTM M He3onacHoCTU
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JNIEKapCTBEHHbIX MNpenapaTtoB, HanpaB/JeHHbI Ha BbIBAEHWE, OUEHKY UM nNpenoTBpalleHue
HeXKenaTeNbHbIX NoCNeACTBUIA NPUMEHEHMA IEKAPCTBEHHbIX NPENapaTos;
(n. 52.1 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpasBneHua puckamu - nogpobHoe onucaHue meponpusatuii no dbapmaKkoHaa3opy,
HanpaB/iIeHHbIX Ha BbIIBNEHME, OLLEHKY M NpeaoTBpalleHne MU MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKoUYan oLeHKY 3pPeKTUBHOCTU AaHHbIX MEPONPUATUIA;

(n. 52.2 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

53) peuenT Ha /IeKapCTBEHHbIM MNpenapaTt - MeAULUHCKUA AOKYMEHT YCTaHOBNEHHOW ¢GopMbl,
cofeprKawmii HazHaAYeHNe NIeKAapCTBEHHOro npenaparta a8 MeguUMHCKOro NpUMeHeHUs, BblAaHHbIM
MEeAULMHCKMM paboTHUKOM B LEensxX OTNyCKa JIeKapCTBEHHOro npenapaTta WM ero U3roToB/IEHMA U
OTNycKa Ha ByMaxkHOM HOCUTEe/Ie UM C COrTacusl NaUMEHTA UM ero 3aKOHHOro npeactasutens B popme
3/IEKTPOHHOIO [AOKYMEHTa, MOAMMUCAHHOTO C MWCMO/b30BaHUEM YCWUJIEHHOW KBanudUUMPOBaHHOM
3/IEKTPOHHOM NoAMUCU  MeAMUMHCKOro paboTHMKa, /NGO [OKYMEHT YCTaHOBAEHHON ¢opMbl,
coAeprKawmii HasHaYeHNEe NeKapCTBEHHOro npenapaTta ANns BeTEPUHAPHOrO MPUMEHEHUs, BblAaHHbIN
cneunannctom B 06/1aCTM BETEPUHAPUM B LENAX OTNyCKa JIeKapCTBEHHOro Mnpenapata WM ero
M3roTOB/IEHUS U OTMyCKa Ha Oyma)KHOM HocuTesne WAW C cornacua Bfadesibla »KMBOTHOMO WM
3aKOHHOIrO nNpeacTaBuTeNs BJaZesibLla  KMBOTHOrO, OQOPMJIEHHLIN B 3/IEKTPOHHOM dopme C
nucnosib3oBaHnem  ¢eaepanbHOM  rocygapcTBeHHOM  MHPOPMALMOHHOM  cucTembl B 0bsactu
BETepuHapuu;

(8 pea. PenepanbHbix 3akoHOB OT 29.07.2017 N 242-®3, o1 02.08.2019 N 297-®3, ot 30.12.2021 N 463-
®3)

54) TpeboBaHMe MeAMUMHCKON OpraHvM3aluu, BeTepuHapHOM OopraHvM3auuu WUAM OpraHu3aumm
(MHOMBMAYanbHOTO  NpeanpuHMMATens),  OcyllecTBAAlowWwen  (ocywecTBAAOWEro) pa3sBegeHue,
BblpalllBaHMe U COAEP)KaHWE MUBOTHbIX, - AOKYMEHT YCTaHOBNEHHOW (GOPMbl, KOTOPbIA BbiNUCaH
MeANLMNHCKMM PabOoTHUKOM UM CleuuanmcTom B 061acTv BeTepUHapun, MMELWMMK Ha 3TO NpaBso, U
COAEPKUT B NUCbMeEHHOM ¢dopmMe yKasaHuMe anTeyHol opraHuM3auMm UAN BeTepUHapPHOW anTeyHoM
opraHusaumMm o6 OTMyCKe NeKapCTBEHHOro npenapaTa WAM O €ro U3roToBaeHUM U 06 oTnycke Ans
obecneyeHns nevyebHOro npouecca B MeANLMHCKON OpraHn3auumn, BeTepMHapHoOn opraHMsaumm Uan B
opraHusaumMm (MHAMBMAYaNbHbIM  NpeAnpuHMMaTEnem), ocyllecTsasiollell  (OCyLLecTBAAOLMM)
pasBeAeHue, BbipalllMBaHWE U COAEPXKaHMUE }KUBOTHbIX;

(n. 54 B pea. PepepanbHoro 3akoHa ot 30.12.2021 N 463-93)

55) KOMMN/IEKCHas OLEHKa JIeKapCTBEHHOro npenapaTa - OLUEHKa 3aperMcTpupoBaHHOro
JIeKapCTBEHHOTO NPenapaTa, BKAYatoLWas B cebs aHan3 MHPOpPMaLUnM O CPAaBHUTENLHOMN KIMHUYECKOM
3bPeKTUBHOCTM M HE30MaCHOCTUN IEKAPCTBEHHOTO NPenapaTa, OLEeHKY SKOHOMUYECKUX NMOCNEeACTBUM ero
NPUMEHEHWA, U3yYeHUe AOMOSHUTE/IbHbIX NOCNEACTBUA NMPUMEHEHWA JIeKAPCTBEHHOro npenapaTta B
Lenax MPUHATAA pPeleHUit O BO3MOMKHOCTM BKJIIOYEHWMS JIEKAPCTBEHHOro npenapata B MNepeyeHb
KU3HEHHO HEeO0BXOAMMBIX U BayKHEMLIMX IeKapCTBEHHbIX MPENapaToB, HOPMaTMUBHbIE MPABOBbLIE aKTbl U
WHblE LOKYMEHTbI, onpeaenstolme nopagok OKazaHUa MeauLMHCKOM NOMOLLM, N UCKIOYEHWS €ro us
YKa3aHHbIX NePEeYHs, aKTOB U JOKYMEHTOB;

(n. 55 BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

56) cucTema MOHUTOPUHIa ABUMEHMSA JIeKapCTBEHHbIX MpenapaTtoB Aaa  MeAUUUHCKOro
npMmeHeHua - dedepanbHas rocyaapcTseHHas MHGOPMAUMOHHAA CUCTEMA MOHUTOPUHIA ABUNKEHUA
NeKapCcTBEHHbIX NpenapaToB A1Aa MEeAMUMHCKOrO MPUMMEHEHMA OT MPOMU3BOAUTENS A0 KOHEYHOro
noTpebutens C MCNOAb30BaHMEM B OTHOLIEHMM JIEKAPCTBEHHbIX NpPenapaToB ANA MeAWMUMHCKOro
NPUMeEHEHUA CPeacTB aeHTUdUKaLNN.

(n. 56 BBeaeH denepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

nasa 2. NOTHOMOYUA GELEPANIbHbIX OPTAHOB UCMOTHUTENBLHOW
B/IACTWU, UCNONHUTE/IbHBIX OPTAHOB CYEBEKTOB POCCUMCKOMN
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SEAEPALMU NPU OBPALLEHMN NEKAPCTBEHHbIX CPEACTB
(8 pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 5. NonHomouua d¢epepanbHbIX OPraHOB MCNONHUTENIbHOW BAACTUM Npu obpalieHun
NleKapCTBEHHbIX CpeacTB

K nosnHomoumsm deaepanbHbiX OPraHoOB WUCMOJIHUTE/NIbHOM BAACTM  Npu  obpalleHumn
JNIEKAPCTBEHHbIX CPeACTB OTHOCATCA:

1) nposeseHune B Poccuiickoit dPepepaumm eauHON rocyAapCTBEHHOM NOAUTUKM B obnactu
obecneyeHuns neKapCcTBEHHbIMM NpenapaTamu rpaxkaaH B Poccuiickoit Peagepaunu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) vyTtBepXaeHuMe obwux dapmaKonelnHbix cTaTel, <¢dapmaKonenHbIX cTaTeil, u3gaHue
rocyaapcTBeHHon dapmakoneun, cos3gaHue W BegeHWe peectpa  dapmaKonemHblX CTaHAAPTHbLIX
06pasuos;

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocywecTBneHne denepanbHOro rocyaapcTBEHHOro KOHTpoaa (Haasopa) B chepe obpalieHus
NIeKapCTBEHHbIX CPeacTB.;
(8 pea. PengepanbHbix 3aKoHOB 0T 25.06.2012 N 93-d3, o1 11.06.2021 N 170-$3)

4) NWMUEH3UPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, B TOM uucie deaepanbHbiit
rocy4apCTBEHHbIN NLEH3MOHHBIN KOHTPO/Ib AEATE/IbHOCTM MO NPOWU3BOACTBY JIEKaPCTBEHHbIX CPEACTs,
nepuoamyeckoe NoaTBepKAeHUE COOTBETCTBMA NNLLEH3NATA, UMEIOLWErO JIMLLEH3UIO HA NPOM3BOACTBO
JIeKAPCTBEHHbIX CPEACTB, U GapMaLLEBTUYECKON AEATE/IbHOCTM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunu;

(8 pea. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

5) opraHusaums 3KCNepTM3bl NIEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMNepTM3bl BO3MOMKHOCTM
npoBeAeHMA  KAMHMYECKOrO WUCCAef0BaHUA  JIEKAapPCTBEHHOro Mpenapata  A4na  MeaUUMHCKOro
NPUMEHEHWA, 3SKCNEepPTU3bl LOKYMEHTOB, MpPeACTaB/IeHHbIX ANA  ONpefesieHns  BO3MOKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM NpenapaTt A8 MeAMUMHCKOrO NpUMMEHeHUs B KavectBe opdaHHoro
JNIeKapCTBEHHOrO Npenapara;

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 30.01.2024 N 1-03)

5.1) opraHusauua npoBeAeHWA KOMIMJIEKCHOM OUEHKM NEKApCTBEHHOrO npenapaTta B LEesx
NPUHATUA PELUEHN O BO3MOMKHOCTU BK/IIOYEHUA JIEKAPCTBEHHOrO Mpenaparta B NepeyeHb U3HEHHO
HeobXOAMMbIX W BaXKHEMLUX NIEKAapPCTBEHHbIX MPenapaToB, HOPMaTMBHbIE MPaBOBbIe aKTbl M WHblE
OOKYMEHTbI, onpeaenaiowme MOpAaoK OKa3aHUA MeAMLMHCKOW MNOMOLLM MAW WUCKNOYEHUA ero us
YKa3aHHbIX NePEeYHs, aKTOB U AOKYMEHTOB;

(n. 5.1 BBegeH deasepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

6) Bblda4a pa3peu.|eHm‘/'| Ha nposBegeHne KANHUYECKUX MCCﬂep,OBaHMﬁ NNEKAPCTBEHHbIX
npenapatos, BeaeHWe peecTpa BblAaHHbIX pa3peu.|eHMi/'1 Ha nposeaeHne KAMHUYECKUX MCCﬂeAOBaHMﬁ
NNEKAPCTBEHHbIX MPENAPaTOB,

7) rocygapCrtBeHHaA perncrtpauna NnekapCrBeHHbIX nNpenapatoB, BeAeHWEe rocyaapCTtBeHHOro
peecTpa 1eKapCTBEHHbIX CPeACTB;

7.1) peructpauus, NoATBEPKAEHME pPerucTpaummn (nepepernctpaums), BHECEHME W3MEHEHUI B
perncTpaumoHHoe A0Cbe, a TaKKe NPoBeAeHUe NpoLeayp, CBA3aHHbIX C perncTpaLmen, B COOTBETCTBUM
C yTBEPKAEHHbIMM EBPasMINCKON 3KOHOMUYECKOW KOMUCCUEN NPaBUAaMMU PerncTpaLmm M sKCnepTusbl
NeKapCTBEHHbIX CPEACTB ANA MeAULMHCKOrO MPMMEHEeHMA W NpaBuaaMmn peryanpoBaHua obpaleHums
BETEPUHAPHbIX JIEKAPCTBEHHbIX CPEACTB Ha TaMOXKEeHHOW Tepputopun EBPasMincKoro sKOHOMMWYECKOTo
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COl033;
(n. 7.1 BBegeH dPeaepanbHbim 3akoHoM oT 30.01.2024 N 1-3)

7.2) npeactaBfeHne  UMHOOPMAUMM O  perncTpaumu, MNOATBEPNKAEHUM  PerucrTpauuu
(nepeperncrpayumn), BHECEHMM WM3MEHEHUIA B PErMCTPAUMOHHOE A0Cbe, a TaKXKe O mnpoueaypax,
CBA3AHHbIX C peructpaumen, B EBPA3MNCKYI0 ISKOHOMMYECKYID KOMMUCCUMIO C MCMNO/JIb30OBAaHWEM
WHTErpMpoBaHHON MHGOPMALMOHHOM cMcTeMbl EBPa3niACKOro SKOHOMMYECKOTO COt03a B COOTBETCTBUM C
YTBEPKAEHHbIMM EBPA3MICKON 3KOHOMWMYECKOM KOMMCCMEN MOpPALKOM GOPMMPOBAHMA U BeLeHMUA
€4MHOro peecTpa 3aperncTPUpPOBaHHbIX NEKAPCTBEHHbIX CPeAcTB EBPa3sMMCKOro SKOHOMMYECKOTO COt03a
W NpasuiaMn peryanpoBaHua obpalleHMA BeTepMHapHbIX NEKAPCTBEHHbIX CPeACTB HA TaMOMKEHHOM
Tepputopun EBpasmniickoro SKOHOMUYECKOTO COt03a;

(n. 7.2 BBegeH dPegepanbHbim 3akoHoM oT 30.01.2024 N 1-3)

7.3) yTBepxAeHWe nopaaKa MNPUOCTAaHOBNEHUA OEWCTBUMA PErnmcTpaLMoHHOIO yA0CTOBEpeHWUs
JIeKapCTBEHHOrO npenapata WAM  OFpaHMYEHMA MPUMEHEHWA JIeKapCTBEHHOro npenapata  And
MEOVLMHCKOTO MNPUMEHEHMA B  CAyyaAx, MpefyCMOTPEHHbIX YTBEPXKAEHHbIMM  EBpasuickoi
SKOHOMWYECKOM KOMWMCCUEN MpPaBWUIaMU PErucTpauym n 3SKCNepTusbl SIEKApPCTBEHHbIX CPeACTB ANA
MEANUMHCKOTO MNPUMEHEHMA, W BO30OHOBNEHWA AENCTBUA PETUCTPALMOHHOIO  YAOCTOBEPEHUS
NeKapCTBEHHOro npenaparta Wau CHATUA OrpaHUYeHuA NpUMeHeHUA NIeKapCTBEHHOro npenapaTta 4nAa
MegNLUUNHCKOTO NPpUMEHeHuUs;

(n. 7.3 BBeaeH ®eaepanbHbim 3akoHOM oT 30.01.2024 N 1-3)

8) opraHusauusa u (Man) nposeaeHNE UHCNEKTUPOBAHUA CYBbEKTOB 0bpalleHNsa eKapCTBEHHbIX
CPeACTB Ha COOTBETCTBME YTBEPXAEeHHbIM EBPasuMiACKOW 3KOHOMMYECKOM KOMMUCCMENW MpaBuiam
Hagnexallen nabopaTopHOM MPAKTMKKU, MPaBUAAM HagneKalleld KAMHUYECKON MPaKTUKKU, NpaBuaam
Hag/exKalen AnNcTpMbbiOTOPCKON NPAKTUMKKM, MpaBUIaM HagJjerkallel npakTMku dapmakoHazsopa, a
TaKXXe YTBEP)KAEHHbIM YMNO/JHOMOYEHHbIMK deaepanbHbIMM OpraHamu WCMOJIHUTENIbHOW BAacTu
npaBuAam HagNexKallen anTeyHoM NPaKTUKK, NpaBMIaM XPaHEHUA IEKAPCTBEHHbIX CPeACTB;

(n. 8 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

8.1) opraHusauma un (uan) nposegeHNe MHCNEKTUPOBAHNA CYObEKTOB 06PALLEHMA NEKAPCTBEHHbIX
CpeAcTB Ha COOTBETCTBME TPeboBaHMAM MPaBMA Hag/eXallel NPoM3BOACTBEHHOW MPAKTUKK, Bblaaya
3aK/IlOY4EHUIA O COOTBETCTBMM MNPOU3BOAMTENS NIEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM MpaBu
Hag/1exKallelt NPon3BOACTBEHHOM NPAKTUKMY;

(n. 8.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOB/ieHWe MopsAKa BeAeHUs M BefeHMe roCyAapCTBEHHOro peecTpa 3aK/l4YeHuin o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBUA  Hagnerkallen
NpPoOn3BOACTBEHHOW MPAKTUKMY;

(n. 8.2 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

9) rocymapCTBEHHas perucTpauus npefenbHbiX  OTMNYCKHbIX LEeH npousBoguTenei  Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MEpPeYeHb KMU3HEHHO HeoBXOAMMbBIX U BarKHEWWWX
NeKapcTBEHHbIX MPenapaTos, M BeAeHWe roCyAapCTBEHHOro peectpa nNpeaesibHbIX OTMYCKHbIX LEH
npouv3BoAuUTENEei Ha IeKapPCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NEpeYeHb KU3HEHHO HEOBXOAUMBIX U
BaKHEMLMX NeKapCTBEHHbIX MPenaparos;

(8 pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHue MPOEKTOB pPEeLIEHU WCNONHUTENbHbIX OpPraHOB CybbeKToB Poccuitckol
depepaunn 06 ycTaHOBAEHUM U (MAKN) U3MEHEHUU NpeaenbHbIX Pa3mMepoB ONTOBbIX HaAbaBOK U
npeaenbHbIX PasMepPoOB PO3HUYHbLIX HAAOABOK K (GaKTUYECKMM OTMYCKHbIM LieHam, YCTaHOB/IEHHbIM
NPOM3BOAUTENAMM JIEKAPCTBEHHbIX MNPENAPATOB, HA /NEKAPCTBEHHble MpenapaTtbl, BK/OYEHHbIE B
nepeyeHb *KU3HEHHO HEOOBXOAMMbIX M BarKHEMLINX NEKAPCTBEHHbIX NPenapaTos;

(n. 9.1 BBegeH PeapepanbHbiM 3akoHom oT 13.07.2015 N 241-93; B pea. PeaepanbHoOro 3akoHa ot
08.08.2024 N 232-93)
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10) Bblgaya, ycCTaHOB/AEHME MNOPAAKa BblAauM paspelleHna Ha BBO3 KOHKPETHOW NapTuu
NleKapcTBeHHOro cpeacTsa B Poccuitckyro degepalmio;
(n. 10 B peq. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycTaHOB/AEHME MOpPsAAKa BblAauyu U GoOpMbl LOKYMEHTA, KOTOPbLIA NMOATBEPKAAET,
YTO MPOU3BOACTBO JIEKAPCTBEHHOro npenapaTa ANs MeAUUMHCKOrO NPUMEHEHWUS OCYLLECTBJEHO B
COOTBETCTBUM C TpeboBaHUAMM MpPaBWUA HagNeXalleh MpPOM3BOACTBEHHOM MPAKTUKU WAW  YTO
JNIEKAPCTBEHHbIN npenapaTt A58 BETEPMHAPHOro NMpUMEHeHMa AonyuweH K obpalieHuto B Poccuiickom
depepaunn, U NOSNENKUT NPEACTABAEHUIO NO TPeboBaHMIO YNOJAHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOPYHO BBO3UTCA NEKAPCTBEHHbIN NpenaparT;
(n. 10.1 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. GenepanbHOro 3akoHa oT
02.08.2019 N 297-93)

10.2) Bblgaya, ycTaHOBAEHME MOPALKA BblAauM U GOpMbl LOKYMEHTA, COAEPIKALLENO CBEAEHMA O
CTaAMAX TEXHONOTMMYECKOro MpoLecca NMPOM3BOACTBA JIEKAPCTBEHHOrO CpPeAcTBa AN MeLUUMHCKOro
NPUMeEHEHMA, OCYLLECTBAAEMbIX Ha TeppuUTOopmnKn EBpasnitcKoro sSKOHOMMYECKOTO COH033;

(n. 10.2 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pen. ®enepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) cospgaHuMe cOBETOB MO BOMPOCAM, CBA3aHHbIM C 0bpalLeHMeM JIeKapCTBEHHbIX CPeACTB;
12) atTectauma u ceptudmKayma cneLmanmcros;
13) yTpatun cuny c 1 ceHTabps 2013 roga. - PeaepanbHbiii 3aKoH ot 02.07.2013 N 185-93;

14) ocywecTtBneHne papmakoHaa30pa;
(n. 14 B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B meKAyHapogHOM COTPYAHUYECTBE;

16) nonyyeHve no 3anpocam ynosHOMO4YeHHoro defepanbHOro opraHa UCMOHUTENbHOMN BNACTY
OT UCNOJIHUTENbHbIX OpraHoB cybbeKkToB Poccuiickoin Pegepaummn, a TakKe oT Cy6beKToB obpalleHus
JIeKapCTBEHHbIX CPEACTB AN MEAMLMHCKOrO NMPUMEHEHUA MHPOPMALMK NO BOMPOCaM YCTaHOBAEHMUA U
NPUMEHEHWA LLeH Ha IeKApPCTBEHHbIE NpenapaTtbl U Hagb6aBOK K HUM;
(8 pea. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

17) npuvmeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHMe 3aKoHogaTenbcTBa Poccuiickon
depepauny;

18) yTBep:KAeHUe NpaBuUA Hag/eXallleld anTeYHON NPAKTUKKU, NPaBU XPaHEHUA NEeKAPCTBEHHbIX
CpeacTs;
(n. 18 B peq,. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

19) yctaHoBNeHMe nopsaaka GOPMUPOBAHUA PErUCTPaALMOHHOIO A0Cbe Ha JIeKapPCTBEHHbIN
npenapar 4/15 BeTepMHapHOro NpUMeHeHMA N TpeboBaHNI K JOKYMEHTaM B ero CocTaBe;
(n. 19 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. desepanbHOro 3akoHa oOT
30.01.2024 N 1-93)

20) - 21) yTpatunu cuny. - deaepanbHbiii 3akoH oT 30.01.2024 N 1-93;

22) ytpatun cuny ¢ 1 mapta 2020 roga. - desepanbHblii 3aKoH 0T 27.12.2019 N 475-03;

23) yTBEpXKAEHNE TPEOOBAHUIM K MHCTPYKUMKM NO BETEPUHAPHOMY MPUMEHEHMUIO NEKAPCTBEHHbIX
npenapaTos;

(n. 23 BBepeH depepanbHbiM 3aKOHOM oT 22.12.2014 N 429-93; B pesn. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)
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24) NpuUHATUE pPEeLUEHUI, ABNAIOLLMXCA OCHOBAHMAMMU O1A BKAKOYEHUA AOMEHHbIX MMeH U (1an)
yKasaTenem cTpaHul, CanToB B MHGOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", a TaKkKe
CeTeBblX aAPeCcoB B eAMHYI0 aBTOMATU3NPOBAHHYKD MHOOPMALMOHHYIO cucteMy "EAMHbIA peecTp
OOMEHHbIX WMMEH, yKasaTesneW CTPaHWUL, CanToB B MHGPOPMALMOHHO-TENEKOMMYHUKALMOHHOM CeTU
"MHTepHeT" ” ceTeBbiXx aApecoB, MO3BOMAKOWMX WMAEHTUPUUMPOBATbL CalTbl B WHPOPMALNOHHO-
TENIEKOMMYHWKAUNOHHOM ceTn "UHTepHeT", cogepkawme MHGoOpMaUnio, pacnpocTpaHeHNE KOTOPOM B
Poccuiickoir Pepepaumn 3anpelteHo", B OTHOLWEHUU MHOOPMALMKM, coAepXKallei npeasiorKeHne o
PO3HWMYHON TOProBae ANEKAPCTBEHHbIMW NpenapaTtamu, B TOM 4YUCAE AUCTAaHLMOHHbIM crocobom,
PO3HWYHAA TOProBAA KOTOPbIMW OFpaHMYeHa WAM 3anpelleHa B COOTBETCTBMM C  HACTOALMM
denepanbHbiM 3aKOHOM, U (MKM) MHOOPMALMK, COAEpPHKaLlleld NpeanoXKeHne O PO3HMYHOKN Toprosne
JIeKapCTBEHHbIMM MpenapaTamun, B TOM 4YuUC/e AUCTAaHUMOHHBIM CnNocoboM, AMUaMKM, He MMEKLWMMMU
NNUEH3NUN U paspelleHns Ha OCYLLEeCTBAIEHME TAaKOW AeATeNbHOCTWU, eCAM MOJYYEHUE JIMUEH3UU U
pa3pelleHunsa npesycMOTPEHO 3aKOHOAaTeIbCTBOM 06 06paLLeHMM NEKAPCTBEHHbIX CPEACTB;

(n. 24 B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspeleHMin Ha BBOA B rpaXKAaHCKMA 060poT  MMMYHOBMOIOrMYECKUX
NIeKapCTBEHHbIX NPenapaTos;
(n. 25 BBegeH deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynmMpoBaHue BOMNPOCOB, CBA3AHHbIX C B3aMMO3aMeHAEMOCTbIO 1IEKaPCTBEHHbIX MpenapaTos
ANA MeANLNHCKOro NPUMEHEHMSA.
(n. 26 BBegeH PegepanbHbiM 3akoHOM oT 19.10.2023 N 503-93)

Cratba 5.1. NMepepaua ocywecTeNeHMAa NONHOMOUYMUI deaepasibHbIX OPraHOB UCMNOJIHUTE/IbHOM
BNACTU Npu 0b6paLLeHNn NeKapCTBEHHbIX CPEACTB UCNOIHUTENIbHBIM OpraHam cybbeKToB PoccuiicKoi
bdepepauyumn

(8 peq. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-d3)

MonHomouuns deaepanbHbiX OPraHOB UCMONAHUTENBHOW BAACTU NpU 06paLLeHUN NeKapcTBEHHbIX
CPeAcTB, MpeayCMOTPeHHble HactoAawmm PegepanbHbiM  3aKOHOM, MOMYT NepegasaTbCs  AAA
OCYLLECTBNEHMUA WCNONHWUTENbHbIM OpraHam cybbekToB Poccuiickoi degepaumy NOCTaHOBAEHMAMM
Mpaeutenbctea Poccuiickoit depepaumm B Nopsaake, ycTaHoBieHHom degepanbHbiM 3akoHom oT 21
nekabpa 2021 roga N 414-93 "06 obwmMx npuHUMNAX opraHM3auMm nybanMyHOM BnacTn B cybbekTax
Poccuitckolt depepaumn”.

Ctatba 6. MoAHOMOUMA MCNONHUTENbHbIX OpPraHoB cybbeKra Poccuiickoin depepaummn npm
obpaleHUn neKapcTBeHHbIX CpeacTB
(B pen. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

K nonHomoumam UCNONHUTENbHbLIX OpraHoB cybbekTa Poccuiickoit Pepepaumm npu obpalieHum
JIeKapCTBEHHbIX CPeACTB OTHOCATCA:
(B pen. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) paspaboTka W peanusaumsa  pPervoHaNbHbIX Mporpamm obecnevyeHuWs  HaceneHus
JleKapCcTBEHHbIMM NpenapaTamy;

2) ycTaHOB/AeHMe npedesbHblX Pa3smMepoB ONTOBbIX HaAbaBOK W npedenbHbIX pPasmepos
PO3HUYHbIX HaAbaBOK K (aKTMUECKMM OTMYCKHbIM LUEHaMm, YCTaHOB/EHHbIM NPOWM3BOAUTENAMM
NeKapcTBeHHbIX MPenapaTtoB, Ha JIeKapcTBEHHble NpenapaTbl, BK/AIOYEHHble B MepeyeHb U3HEHHO
HeoBX0AMMbIX U BarKHEWLLIMX IeKapCTBEHHbIX NpenapaTos;

3) ocyuwiecTB/ieHNe pPEernoHaNbHOrO rOCYAapCTBEHHOrO KOHTPOAA 3a NPUMEHEHMEM UeH Ha
NleKapcTBeHHble NpenapaTtbl, BKAIOYEHHblE B MNEPeYEeHb KMU3HEHHO HEOBXOAMMBIX W BayKHEMLWMWX
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NIeKapCTBEHHbIX MNpenapaToB, OpraHU3auMsMM ONTOBOM TOProB/AWM /IEKAaPCTBEHHbIMU CpPeacTBaMMU,
anTeyHbIMW OPraHU3aUMAMU, UHAMBUAYANbHBIMU NPeAnpPUHUMATENAMMN, UMEIOLWMMM NULEH3NI0 Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, MEAUUMHCKUMW OpraHuM3aumamn, UMEWUMN NULEH3UI0 Ha
dbapmaLLeBTUYECKYIO AeATe/IbHOCTb, U UX 060COoBSEHHbIMM NOoApPa3AeieHUAMM, PaCMONOMKEHHbIMA B
CeNbCKUX HAaCeIEHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3aLmm;

(8 pea. ®epepanbHbix 3aKoHOB OT 25.06.2012 N 93-d3, ot 27.12.2019 N 475-d3, or 08.08.2024 N 323-
®3)

4) npuHATME pelleHnna 06 MCMONb30BaAHWWM Ha TeppuTopuM cybbekTa Poccuiickoli depepaumm
Hapsdy C peuenTamyM Ha JieKapCTBeHHble npenapaTbl, oGOpmMIEHHbIMM Ha OymarKHOM HocuTene,
pEeLLenToB Ha JIeKapCTBEHHbIe npenapaTbl, CGOPMMUPOBAHHbIX B GOPME 3/1EKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH PepepanbHbiM 3akoHOM oT 29.07.2017 N 242-03)

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTtba 7. Pa3paboTKa U uspaHue rocyaapcTeeHHon dpapmaKoneu, pasmelleHre AaHHbIX O HeN

1. NMopa rocyaapcTBeHHOM dapmakoneen MOHUMMAETCA CBOA OOWMX GapmaKonenHbIX cTaTer U
dapmaKonenHbIx cTaTen.

2. PaspaboTtka ob6wmx dapmakonenHbix craten U ¢dapmaKonelrHblXx CcTaTei, B TOM u4ucne
dapmakonenHbix cTaTen Ha ¢apmaKonenHble CcTaHAapTHbie o06pasubl, W  BK/OYEHWE WX B
rocy4apcTBeHHy0 GapMaKoner OCyLecTBAAIOTCA B MOPAAKe, YCTaHOBAEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BIACTHU.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka papmakonenHol cTtaTb Ha pedepeHTHbI NeKAPCTBEHHbIN NpenapaT U BKAYEHME
ee B rocyJapCTBEHHYO dapmMaKonelo B TEYEHME CPOKa AENCTBMA 3alMTbl MCKNHOYMTENbHOrO Mpasa,
YAOCTOBEPEHHOMO MaTEHTOM Ha pedepeHTHbIN IeKapcTBEHHbIVM NpenapaT, oCyLWecTBAATCA C COrnacus
ero paspaboTumKa.

(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4, TocypapcTBeHHaa ¢apmakonea W34aeTca YnoJAHOMOYeHHbIM denepanbHbiM  OpraHoOM
WCMOIHUTENIbHOW BIAaCTU 33 CYeT cpefcTB denepanbHOro bioaxKeTa UM MOAJEKUT NepevsfaHuam He
perke 4eM OAMH pa3 B NATb JIET, B NEPUOL MEXKAY KOTOPbIMU U34at0TCA NPUIOKEHUA K FOCYAaPCTBEHHOM
dapmakonee, cogepsKawme obwue dapmakonelHble cTatbM U (Mau) dapmakoneliHble cTaTby,
YyTBEPKAEHHbIE MOC/e U3LaHUA UM Nepen3aaHus rocysapcTBeHHol papmaKkoneu.

5. YNo/HOMOYEHHbI deaepanbHblii OpraH MCMOAHWUTENbHOW BAACTU pasMellaeT AaHHble O
rocyfapCTBeHHOW QapmaKkonee M MNPUIOKEHUAX K Hel Ha cBoem oduLMaAAbHOM caliTe B CeTu
"MHTepHeT" B yCTAaHOBNEHHOM MM MOPSAKE.

nasa 4. TIMLUEH3UPOBAHUE NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB
n CDAPMALI,EBTVI'-IECKOﬁ DEATEZIbHOCTWH, I'OCY,D,APCTBEHHbIﬁ KOHTPOJ1b
(HAA30P) B COEPE OBPALLLEHNA NEKAPCTBEHHbIX CPEACTB
(8 pea. PenepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JlMueH3MpoBaHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U dapmaueBTUYECcKOon
BeATeNbHOCTU

1. /InueH3snpoBaHne NPOU3BOACTBA SIEKAPCTBEHHbIX CPEACTB U GpapmaLeBTUYECKON AeATeNbHOCTU
OCYLLECTB/ISIETCA B COOTBETCTBUM C 3aKOHOAAaTeIbcTBOM Poccuiickoin deaepauum.

2. Ob6nasaTtenbHbIM ycnosumem npenocrtaBneHnA NNUEH3NM Ha NpPoun3BoACTBO J1IEKAPCTBEHHbIX
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CPeACTB ABNSAETCA MPUIOKEHME K 3aAB/IEHUIO COMCKATENA NNLEH3UN NEPEYHs IeKapcTBEHHbIX Gopm U
(unn) BupoB dapmaLeBTUUECKMX CybCTaHLMI, KOTOopble NPOWU3BOAMTENb JIEKAPCTBEHHbIX CPEACTB
HaMepeH NPoOu3BOANTD.

3. B cnyvyae Heo6X04AMMOCTU pacliMPEHMA NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NIeKapCTBEHHbIX ¢opmM M BMAOB dapMaLeBTUYECKUX CybCTaHUMA NPOM3BOAUTENb J1eKAapPCTBEHHbIX
CPeacTB AO/KEH NojaTb B JIMLEH3MPYIOWMA OpraH 3asBleHWe O BHECEHUW WU3MEHEHUN B peecTp
JNINLEH3NIN Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB.

(B peq,. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-93, o1 11.06.2021 N 170-93)

4. JInueHsns Ha NPoU3BOACTBO /IeKapPCTBEHHbIX cpeacTs (dpapmaleBTuyeckol cybcTaHuumu cnmupTa
3TUNOBOro (3TaHoNa) BbIJAETCA NPU YCAOBUMM HAAMUMA Yy OpPraHM3aumn Ha npase COBCTBEHHOCTW,
X03AACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNPaBAEHNA OCHOBHOMO TEXHO/IOrMYEeCKOro o6opyaoBaHusA
ONA NpOM3BOACTBA 3TU/IOBOrO CMMPTA, 3apPermcTpMpoBaHHOrO B COOTBETCTBMM CcO cTatben 14.1
depnepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-d3 "O rocyaapCTBEHHOM peryanpoBaHUM
npou3BoAcTBa M 060pOTa 3TUOBOFO CNMPTa, aJKOTOAbHOW U CNMPTOCOAEpPMKALLEN MPOAYKUUN U 06
orpaHu4YeHMmn noTpebneHus (pacnuUTns) ankoronbHOM NpoayKumm".

(yacTb 4 BBeaeHa PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

CratbAa 8.1. OcCOb6eHHOCTM NMUEH3UPOBAHUA NPOU3IBOACTBA JIEKAPCTBEHHbIX CPeAacTB
(bapmaueBTuuecKoii cybcraHuum cnupTa aTMNOBOrO (3TaHONA)

(sBegeHa degepanbHbim 3aKoHOM 0T 27.12.2019 N 481-93)

1. [eiictBMe ANMUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX cpeacTs (papmaL,eBTMUYECKOi
cybcTaHUMM cnupTa 3TMAOBOro (3TaHo/Ma) MPMOCTaHaB/AIMBAETCA B 4acCTM MpaBa Ha MNPOU3BOACTBO
dbapmaueBTUYEeCcKon cybCcTaHUMM CnupTa 3TUAOBOrO (3TaHO/MA) JIMLEH3MPYIOWMM OPraHoOM B C/yYasXx,
onpeaeneHHblx ctaTben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nAnueHsnpoBaHMMU
OTAEeNbHbIX BUOOB AEATENbHOCTM', a TaKKe Ha CPOK MPMOCTAHOBAEHUA AEWCTBMA /NULEH3UM Ha
NpPoM3BOACTBO 3TUIOBOIO CNMpPTa AN NPOM3BOACTBA hapMaLLEBTUYECKON CybCTaHUMM CNnpTa 3TUNOBOTO
(sTaHoONa), BblAAHHOWN B cOOTBETCTBUM C PeaepanbHbIM 3aKOHOM OT 22 HoABps 1995 roga N 171-d3 "O
rocy4apCTBEHHOM pPEryinMpoBaHUM NpPoM3BOACTBA M 060pOTa 3TMNOBOrO CMNMPTA, a/KOTro/bHOW W
cnupTocodepiKallen npoayKuMm U 06 orpaHuyeHun notpebneHns (pacnuTma) anKoroNbHoWM

npoaykumm".

2. [eNcTBMe JNMUEH3UM Ha NPOM3BOACTBO /IEKAPCTBEHHbIX cpeactB (papmaueBTUUYEcKo
cybcTaHUMM cnupTa 3TUIOBOrO (3TaHONA) B YacTM MNpaBa Ha MPOM3BOACTBO (apmMaleBTUYECKOM
cybCTaHUMM cnupTa 3TWIOBOro (3TaHOMA) MNPEKpaLLaeTca JIMUEH3UPYIOWMM OpraHomM B C/ay4as,
onpeaeneHHblx ctaTtben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueHsnpoBaHMM
OTAEeNbHbIX BUAOB AeATeNbHOCTM", a TaKXe C AaTbl NpeKpaleHUA WAM aHHY/IMPOBAHUS AEeNCTBUSA
JNINLUEH3UN Ha MPOU3BOACTBO 3TU/IOBOrO CNMpPTA A/A MNPOM3BOACTBA dapMaLeBTUYECKOW cybcTaHLmm
CNMpTa 3TUA0BOTO (3TaHONA), BblAAHHOM B COOTBETCTBUM ¢ PegepanbHbIM 3aKOHOM OT 22 HoA6psa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryavMpoBaHMM NPOM3BOACTBAa M 0BOpPOTA 3TWUIOBOTO CNMPTAa,
a/IKOrONbHOM U cnMpTOCOoAEep)Kalleld NnpoayKuMM M 06 orpaHudeHun noTtpebneHua (pacnutus)
a/IkorosibHOM npoaykumn'.

Ctratba 8.2. OcobeHHOCTM AuUEeH3upoBaHUA ¢dapmMaLeBTUUECKOW [eATeNbHOCTU B 4YacTu
OCyLLEeCTB/IeHWUA ONTOBOWU TOProB/IM JIeKAPCTBEHHbIMU CPeACTBaMU

(sBepeHa depepanbHbiMm 3akoHOM OT 04.08.2023 N 428-93)
1. Jeictene nnUEH3UN Ha GapMaLEBTUYECKYIO AeATeNbHOCTb B YaCTM OCYLLECTB/IEHNA ONTOBOM

TOProBAM  NEKApPCTBEHHbIMM  CpPeaCTBaMM  ANA  MEeAMUMHCKOro  NpUMEHeHMAa  npekpalLaerca
NNUEH3NPYIOWMM OpraHoM B CNyYanx, onpeaeneHHbix ctatbeit 20 PegepanbHoro 3akoHa ot 4 maa 2011
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roga N 99-®3 "O AnuMUEeH3MpOoBaHMU OTAENbHbIX BMAOB AEATENbHOCTMU", a TaKXKe Mo pPeLeHUto
JNINLEH3NPYIOLLErO OpraHa, NPMHATOMY B COOTBETCTBUM C HAcTosLWEN YacTblo. B cnyyae BbiaBAeHMA npu
oCyllecTBNeHUn denepanbHOro rocygapcTBEHHOrO KoHTpona (Hagsopa) B cdepe obpaleHun
NIEKAPCTBEHHbIX CPEACTB HAPYLUEHUA OpraHu3aumelt onToBOM TOProBAN NEeKapCTBEHHbIMM CpeacTBaMMm
TpeboBaHui yacten 1 - 3 cratbM 53 Hactoawero PenepasbHOrO 3aKoHa AENCTBME AULEH3UWU Ha
dapmaueBTUYECKYO AeATeNbHOCTb B 4aCTWU OCYLLECTB/IEHMA OMNTOBOM TOProOBAM J1IeKapCTBEHHbIMMU
cpeAcTBamu Aas MeANLMHCKOro NpUMeHeHUA NPUOCTaHaB/IMBAETCA B TeYeHne AecaTn paboumnx aHemn co
[OHA BbIAB/IEHMA YKa3aHHOro HapyleHus. [lenctene AnueHsnn Ha papmaleBTUYECKY0 AeATEeNbHOCTb B
4yacTM OCYLLEeCTBNEHMA ONTOBOM TOPrOB/IM JIEKAPCTBEHHbIMW CpeacTBaMU  AN1A  MeAULMHCKOTo
NPUMEHEHNA NPUOCTaHaB/IMBAETCA Ha CPOK, KOTOPbIN onpeaenaeTcs MMLEH3UPYIOLWLMM OpraHom (Ho He
MeHee 4YemM Ha OAMH Mecsll), MO WUCTeYEHUU KOTOPOro AeNCTBME AAHHOW NULEH3UU MNOANENKUT
NPEKPALWEHMNIO HA OCHOBAHMM pPELIEHUA JIMLLEH3MPYIOWEro OpraHa, 3a WCKAKYEHMEM C/y4as,
YKa3aHHOro B YacTu 2 HacToALWEelN CTaTby.

2. [eictBre nnueHsmMm Ha GapMaLeBTUYECKYIO AeATe/IbHOCTb B YacTU OCYLLECTB/IEHMA OMNTOBOWM
TOProBAM J/IEKAPCTBEHHbIMM CPEeACTBaMM AN  MEAUUMHCKOrO MNPUMEHEHUA, [OeicTBUME KOTOpoit
NPMOCTAHOBNEHO B COOTBETCTBUM C YacTbio 1 HacToALEN cTaTbu, NOANEKMUT BO30OGHOBEHUIO B C/yYae,
ec/n B Nepuoj, NpMOCTaHOBAEHUA OEeNCTBMA AaHHON NMLEH3MM B paMKax JocyaebHoro o6xkanoBaHuA
pelleHne KOHTPO/IbHOro (HaA430PHOro) opraHa B 4acCTuM BbiABIEHHOrO HapyLeHna TpeboBaHmnit yactei 1 -
3 cratbm 53 HacToauero PenepanbHOro 3aKoHa OTMEHEHO. B yKasaHHOM c/iyyae AeicTBUe ULEH3MM Ha
dbapMaLeBTUUECKYIO [AeATe/IbHOCTb B YacTU OCYLIECTB/IEHUA OMNTOBOW TOPrOB/AM N1IEKAaPCTBEHHbLIMM
cpeacTBammn Aaa MeAUUMHCKOro npumMeHeHUa Bo306HOBAAETCA He no3gHee oAHOro paboyero AHA Co
[AHS OTMEHbI peLleHMA KOHTPO/IbHOro (HaA30pPHOro) opraHa.

Cratba 9. locyAapcTBEHHDIN KOHTPOb (Hag3op) B cdhepe obpalleHUs NeKapCcTBEHHbIX CPeacTs
(8 peq. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocypapcTBeHHbIi KOHTpPOAb (Hag3op) B cdepe 06palleHMA IeKapCTBEHHbIX CPeacTs
OCYLLEeCTBNSIETCA NOCpencTBOM ¢efepasbHOro rocysapCTBEHHOro KOHTpons (Hazsopa) B cohepe
obpalleHMa NeKapcTBEHHbIX CPeacTB U denepanbHOro rocyapcTBEHHOrO /IMLEH3MOHHOMO KOHTPOAA
AeATeNbHOCTM MO NPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX denepabHbIMU OpraHamm
NCNONHUTENBHOW BNACTK, YNOJHOMOYEHHbIMM MpaBuTenbcTBom Poccuiickon Peaepaumn.

2. MNpegmeTom deaepanbHOro rocyAapcTBEHHOTO KOHTposA (Haa3opa) B chepe obpalueHus
NeKapCTBEHHbIX CPeACTB ABAAIOTCA:

1) cobaogeHne ob6asaTenbHbIX TpeboBaHMi B chepe 0bpalleHNa NeKapCTBEHHbIX CPeACTB, B TOM
yucne:

a) TpeboBaHUM K [OKJAMHUYECKUM WCCNEA0BAHUSAM JIEKAPCTBEHHbIX CPEACTB, KJAMHUYECKUM
UCCNef0BaHWAM JIEKAPCTBEHHbIX MPEnapaToB, W3rOTOB/IEHWIO, XPaHEHWIO, MNepeBO3Ke, BBO3y B
Poccuiickylo depepaumto, OTMYCKy, peanusaumu, nepegaye, MpoAaXKe JIeKapCTBEHHbIX CPeacTs,
NPUMEHEHUIO NEKAPCTBEHHbIX NPENApaToB, YHWUUTOMKEHUIO NIEKAPCTBEHHbIX CPEACTB, YCTaHOB/EHUIO
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX MPEnapaToB LUEH Ha NeKapCTBEHHble Mpenapatbl, BK/AIOYEHHble B
nepeyeHb KM3HEHHO HEOBXOANMbIX M BasKHENLIMX IEKAPCTBEHHbIX NPenapaTos;

6) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPeACTB, Haxo4AalMxca B obpauieHun,
MoKasaTensim Kayectsa, s¢pPpeKTUBHOCTM 1 6€30MacHOCTM, YCTaHOBAEHHbIM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHUIt K cobntoaeHnio cybbekTamu 06paLleHUs NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B
yactn 1 ctatbm 67.1 Hactoswero ®eaepanbHOro 3aKOHa, OrPaHUYEHWUI, Hanaraemblx cTatbammn 67.1 n
67.2 HacToAwero PenepanbHOro 3aKOHa;
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2) cobnwogeHne NULEH3MOHHbIX TpPeboBaHWM K  OCylecTBAeHWo  dapmaueBTUYECKOM
AeATeNbHOCTY;

3) cobnlogeHue TpeboBaHMI K NpPenocTaBieHMI0 cybbeKkTaMu 0b6palleHUs JIeKapCTBEHHbIX
cpeactB  MHPOPMAUMM O NIeKAPCTBEHHbIX CcpeacTBax M (MM)  NeKapcTBEHHbIX Mpenaparax,
npeaycMoTpeHHoM ctatbamn 9.1, 52.1, 52.2 n 64 HacTtoawero ®eaepanbHOro 3aKOHa;

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.03.2026 n. 4 u. 2 cT. 9 yTpaumsaeT cuny (P3 ot 20.10.2022 N 405-D3).

4) cobntopeHne npesyCMoOTPeHHbIX cTaTbel 55.1 HacToAwero ®eaepanbHOro 3akoHa TpeboBaHmii
K MNPOBEAEHMIO 3KCNEPMMEHTA MO OCYLWECTBAEHUID PO3HUYHON TOPrOBAW  JIEKAPCTBEHHbLIMMU
npenapatamuM Ana MeOULMHCKOIO MPUMEHEHUA, OTMYCKaeMbiMM MO peuenTy Ha NeKapCTBEHHbIN
npenapar, AUCTaHLUMOHHbIM Cocobom.
(n. 4 BBepeH dPepepanbHbim 3akoHOM 0T 20.10.2022 N 405-93)

2.1. B uensx obecneyeHMA rocyaapcTBEHHOro KOHTpons (Hagsopa) B cdepe obpalieHus
NIEKAPCTBEHHbIX cpeactB  ¢denepasibHblA - OpraH  UCMOJIHUTE/NIbHOM  BAACTU,  OCYLLECTBASIOLWNIMA
rocy4apCTBEHHYIO PEerMcTpaumio SIeKapCcTBEHHbIX MpenapaTos, NpeaocTaBnset gpesepanbHOMY OpraHy
WCMOJIHUTE/IbHOW  BANacTu, ocywecTeasowemy JGyHKUMM MO KOHTPOAO W Haasopy B cohepe
3[paBOOXPAHEHNA, MO €ero 3anpocy B pPaMKax MeXBeJOMCTBEHHOr0  WHPOPMaALMOHHOIO
B3aMMOAENCTBUA B NOPAAKE, YCTAHOB/IEHHOM YKa3aHHbIMK desepanbHbIMU OpraHamm UCMOTHUTENbHOM
B/1ACTU, cleaylolMe CBeAEHUS O NIeKapCTBEHHbIX CPeAcTBax, B TOM 4YWUC/e B CAyyae, ecin TaKkue
CBeZlEHUA COCTaBNAOT KOMMEPYECKYIO TalHy:

1) cBeaeHUn o papmaueBTUYECKOW cybCcTaHUMN:

a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaumeHOBaHWe ¥ aJpec NPOU3BOAUTENS;

B) CBOWCTBA U CTPYKTYypa AENCTBYIOLLNX BELLECTB;

r) XapaKTepuCcTMKa Nnpumeceit;

4) cneumduKkauma Ha papmaLeBTUYECKYIO cybCcTaHLMIO U ee 060CHOBaHME;

e) aHaNMTUYEeCKMe METOAMKU, WCMOMb3yemble MPU  OCYLLECTBIEHUM KOHTPOAA KadyecTBa
dapmaLeBTMUYECKON cybCcTaHLMu;

) pe3ynbTaTbl aHa/IM30B cepuin papmaLeBTUYECKON cybcTaHLuu;

3) NepeyeHb CTaHAAPTHbLIX 06PA3LLOB MK BELLECTB, MCNOIb3YyEeMbIX NMPW OCYLLECTBIEHUM KOHTPOIA
KauecTBa papmaLeBTMYECKOl cybcTaHumy;

1) onMcaHue XapaKTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTePManoB N YKYNOPOUHbIX CPEACTB;
K) AaHHble 0 CTabuabHOCTU hapMaL,EeBTUHECKOM CybCcTaHUMu;

N) CPOK ro4HOCTY;

2) cBeAeHWA 0 NEeKapCTBEHHOM Mpenapare 411 MeAULMHCKOTO NPUMEHEHUS:

a) OMNnncaHme N CoCTaB ZIeKapCTBEHHOIO nNpenapaTta Ana meanumnHCKoro npumeHeHua,
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6) onucaHMe ¢apmaLeBTUYECKON pa3paboTkn (obocHoBaHWe BbIOOpa cocCTaBa, NEepPBUMYHOM
YNaKoBKu);

B) HaMMeHOBaHMe N afipec MecTa OCYLLLeCTB/IeHNA NPOU3BOACTBA IeKAapPCTBEHHOro npenapara Ans
MEAULMHCKOrO MPUMMEHEeHUs (B C/lyYyae Ha/NMUYMA HECKO/MIbKMX YYacCTHMKOB Mpolecca Npou3BoACTBa
HeobXoAMMO yKasaTb HAMMEHOBaHME N aJiPecC KaXKa0ro U3 HUX);

r) MUKpOBMONOrMYeckne XxapakTepUCTUKKY;
[) onrcaHne XapaKTePUCTUK U CBOMCTB YNAaKOBOYHbIX MaTepPUaioB 1 YKYMOPOUYHbIX CPEACTB;
e) TpeboBaHMA K KAYeCcTBY BCMOMOraTe/IbHbIX BELLECTB;

)K) dHaUTUYECKNE METOAUKKN, UCNoJibayemble MNpPn OCyWeCTB/IEHUN KOHTPO/IA Ka4yecTBa
BCNOMOraTe/ibHbIX BELWECTB,

3) cBegeHuWa 06 MCMO/Ib30BAHMM BCMOMOTaTe/IbHbIX BELLECTB 4YE/I0BEYECKOrO M KUBOTHOIO
NPOUCXOXKAEHMA;

VI) ceeaeHunA 06 MCNONb30BaHMM HOBbIX BCMOMOTATEIbHbIX BeLLEeCTs,;

K) TpeboBaHMA K KayecTBy /eKApCTBEHHOro npenapata A48 MEeAMUMHCKOTO NPUMEHEHUA
(cepTnduKaT, cneundmKkauma Ha NEKapPCTBEHHbIN NpenapaT U nx 060CHoBaHUE);

N) aHaNUTUYeCKMe MEeTOAMKM, WCMNOSb3yemMble MNPW  OCYLLECTBIEHUM KOHTPOSA KayecTsa
JIeKapCTBEHHOrO NpenapaTta 418 MeANLMHCKOTO NPUMEHEHUS;

M) pe3ynbTaTbl aHAa/IM30B CEPUI IEKAPCTBEHHOTO NpenapaTta 414 MeAULUHCKOrO MPUMEHEHUS;
H) XapaKTepuUCTMKa Npumecei;

0) nepevyeHb CTaHAAPTHbIX o6pa3u,03, MCNosab3yemblX Npn OCylweCTB/IEHNUM KOHTPO/IA Ka4ecTBa
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOoro npunmeHeHuA,

n) faHHble O CTabUABHOCTU 1IEKAPCTBEHHOIO NpenapaTa 419 MeANLUHCKOTO NPUMEHEHMUS;
3) oTYeTbl 0 LOKANHUYECKUX UCCNEeL0BaAHUSAX;

4) oTYETbl O KNMHUYECKUX UCCNEeA0BaHUSAX;

5) macTep-dann cuctemsol bapmakoHaa3opa;

6) nnaH ynpasBieHUsa puckamu.
(yacTtb 2.1 BBepgeHa degepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

3. MNpu ocywecTBieHnn ¢enepanbHOro rocyfapCTBEHHOrO KOHTponsa (Haasopa) B cdepe
obpalleHna NeKapCTBEHHbIX CPeACTB MNPOBOAATCA ciedytowpe BuAbl KOHTPOJIbHbIX (HAZA30PHbIX)
MepPOnNpPUATUIA:

1) LOKyMeHTapHas NpoBepPKa;
2) Bble3gHasA NpoBepKa;
3) BbIBOPOUHbIN KOHTPO/1b Ka4ecTBa;

4) KOHTPO/IbHAA 3aKYNKa;
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5) MHCNEKUNOHHbI BU3UT;

6) HabnogeHwe 3a cobnogeHnem obasaTenbHbIX TpeboBaHMM (MOHUTOPUHT 6HesonacHOCTH)
(dapmakoHaazop).

4. OpraHusauma M ocyllecTsneHue ¢deaepanbHOro rocyaapcTBEHHOro KoHTpona (Haasopa) B
chepe obpalleHMs IeKapCTBEHHbIX CPeacTB peryanpytorca PegepasbHbiM 3akoHoM oT 31 utona 2020
roga N 248-®3 "O rocyaapcTBeHHOM KOHTpoae (Haasope) n MyHULUUNAaNbHOM KOHTpoae B PoccuicKol
depepaunn'.

5. BHennaHoBbIM BbIGOPOYHLIM KOHTPO/b KayecTBa MPOBOAMTCA B TOM YMC/le Ha OCHOBaHWUM
nporpaMmmbl NPOBEPOK.

6. MNaHOBbIM BbIGOPOYHBIN KOHTPO/Ib KAYeCcTBa He MPOBOAMTCS.

7. Mo pesynbTatam denepanbHOro rocyaapcTBEHHOrO KOHTPOA (Haasopa) B chepe obpaleHus
JIeKapCTBEHHbIX CPeACTB HapAdy C pPelleHusMM, npeaycMoTpeHHbimM PegepanbHbiM 3aKoHOM oT 31
niona 2020 roga N 248-®3 "O rocyaapCTBEHHOM KOHTpo/e (HaA30pe) U MyHULMMNaAbHOM KOHTpoae B
Poccuiickoin epepaunn', degepasbHbIMU OpraHamm UCMOJIHUTE/IbHOW BAACTU, YNOJHOMOYEHHbIMU Ha
ocywectsneHne deaepanbHOro rocygapCTBEHHOrO KOHTponsa (Haasopa) B chepe obpaleHus
JIeKapCTBEHHbIX CPeACTB, MPMHMMAIOTCA Ceayowme peleHns:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) o panbHelwem rpaxkaaHckom obopoTe cepuu, NapTUM COOTBETCTBYIOWErO JIEKAPCTBEHHOMO
CPeAacTBa B Cy4Yae NOATBEPKAEHMA NO pe3y/bTaTam NPoBeAEeHHbIX UCMbITAHUI COOTBETCTBMA KayecTBa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/IEHHbIM TPebOBaHNAM;

2) 06 mn3bATUN U3 rpa*xgaHCKoro o6op0Ta cepnn, NapTmMn COOTBETCTBYHOLWENO /J1IeKapCTBEHHOIO
cpencrtea B Cny4dae BblABIEHUA NO pe3ynbTaTaM NpPoBeAeHHbIX WCNbITAHU HECOOTBETCTBMA KA4yecTBa
NNeKapCTBEHHOro cpeacTBa YCTaHOB/IEHHbLIM Tpe6OBaHVIF|M;

3) o nepeBoAe NEKAPCTBEHHOrO CpPeAcTBa Ha MOCEPUMHbLIA BbIBOPOYHbIA KOHTPOJIb KayecTBa
JIeKapCTBEHHbIX CPEACTB B C/y4yae MOBTOPHOrO BbiABAEHWUA HECOOTBETCTBMA KauyecTBa J1IeKapPCTBEHHOrO
CpefcTBa YCTaHOB/EHHbIM TpeboBaHMAM U (NpU HeobxoAMMOCTU) O NpoBepKe cybbekTa obpalyeHus
NeKapcTBEHHbIX cpeacTB. Pacxoabl, CBA3aHHble C NPOBEAEHNEM NOCEPUIAHOTO BbIBOPOYHOIO KOHTPOS,
OMN/aunMBaloTCA NPOU3BOAMTENEM JIEKAPCTBEHHOrO cpeactBa /Mbo AepKaTeNieM WAM BNafe/bLEM
PerncTpaunoHHOro yA0CTOBEPEHNA NeKapCTBEHHOMO NpenapaTa;

4) O CHATMM NEeKaApPCTBEHHOro CpeacTBa C MOCEPUMHOIO BbIBOPOYHOrO KOHTPOASA KayecTBa
NIEKAPCTBEHHbIX CPeACTB Ha OCHOBAHWM MOJIOMKUTENbHbBIX 3KCNEPTHbIX 3aKJAKYEHUN, BblAAHHbIX
desepanbHbIM rocy4apCTBEHHbIM BIOAMKETHbIM yYpexKaeHMeMm, NoABeAOMCTBEHHbIM deaepanbHOMY
OpraHy MCMOAIHUTENbHOM BAACTU, OCYLLEeCTBAAOWEMY (PYHKLUMM MO KOHTPOAO M Haa3opy B chepe
3/ paBoOXpaHeHua, unn penepanbHOMy OpraHy UCNOJHUTENbHOW BAACTM, OCYLLECTBAAOWEMY GYHKLUM
Mo KOHTPO/IO WM Haz3opy B cdepe 0OpaleHUs NEeKAPCTBEHHbIX CPeACTB A/ BeTepMHapHOro
NpPUMeHeHMs, Ha OCHOBaHMM NPOTOKO/1Aa UCMbITAaHUI IEKAaPCTBEHHOMO CPeACTBa, NPOBEAEHHbIX MO BCEM
NnokasaTensim yTBepPXKAeHHOW HOPMaTUBHON OOKYMeEHTauMM (HOPMaATUBHOIO AOKYMEHTa) B OTHOLUEHUU
Tpex cepuii 1eKapCcTBEHHOro cpeacTsa.

(n. 4 BBepeH dPepepanbHbim 3akoHoM oT 30.01.2024 N 1-93)

8. ®enepanbHbIi roCyAapCTBEHHbIA IMLLEH3MOHHbIA KOHTPO/Ib AeATEeNbHOCTM MO NPOU3BOACTBY
NIEKAPCTBEHHbIX CPeACTB OCYLIeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitckom
depgepaunn.

Cratba 9.1. Mporpamma npoBepoK
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(eBepeHa DepepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. B uenax opraHu3aLmm BbIBOPOYHOrO KOHTPO/IS KaYecTBa JIEKAPCTBEHHbIX CPeACTB GopmupyeTcs
nporpamma npoBepOK.

2. Ans uenein peanusaumm nporpammbl MNPOBEPOK MPOU3BOAUTENMN NIEKAPCTBEHHbLIX CPEACTB U
OpraHusaumn, OCYLLeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeact8 B Poccuiickyio  Pepepaumio,
NpeaocTaB/AT B OTHOWEHUM JIEKAPCTBEHHbIX CPeACTB A8  MEeAMUMHCKOro MNpUMEHEHUs B
YNO/NIHOMOYEHHbIN deaepanbHblit OpraH WCMNOJIHUTENbHOM BNACTWU, OCYLLECTBAAOWMNA GYHKUMM no
KOHTPO/IIO M Haa3opy B cdepe 34paBOOXPaHEHUA, B OTHOLIEHMM JIEKAPCTBEHHbIX CpeacTB A
BETEPUHAPHOIO MNPUMEHEHUA B YNOJHOMOYEHHbIN deaepanbHblit OpraH WCNOJIHUTENIbHOM BNACTK,
OCYLLECTBAAOWMNA GYHKLUM NO KOHTPOIO U Haa30py B chepe obpalleHns nekapCTBEHHbIX CPeacTB Ans
BETEPMHAPHOI0 NPUMEHEHUs, CBeAEHUA O Cepuax, NapTUAX NIEKAPCTBEHHbIX CPeACTB, MOCTynaowWwmx B
rpakaaHckmn obopoT B Poccuiickon depepaumm, B nopagKe, coctaBe M obbeme, YCTaHOBJIEHHbIX
YKasaHHbIMU deaepanbHbiMU OpraHamuM WCMNONHUTENIbHOW BAACTU B OTHOLWIEHWUW /IEKAPCTBEHHbIX
CpeacTe ANns MeANUUHCKOrO MPUMEHEHUS U B OTHOLIEHUWN NIEKAaPCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO
NPUMEHEHNA COOTBETCTBEHHO.

3. Mporpamma npoBepoK GOPMUPYETCA Ha KaneHAapHbii rog B cpok o 30 aekabps roaa,
npeaLecTByOLWEro roay nposeaeHUs BbIBOPOYHOro KOHTPOASA.

4. B cnyyvae HacTynfieHMAa coObITMIA, yKasaHHbIX B nognyHktax "6" m "B" nyHKTa 2 yactm 6
HacToAlen ctaTbM, PpedepanbHbIM OPraHOM UCMOJIHUTEIbHOM BNACTU, OCYLLECTBAAOWMM GYyHKLUMN NO
KOHTPOJIIO U Hag3opy B cdepe 34paBooxpaHeHud, dedepanbHbIM OPraHOM WCMOJIHUTE/IbHOW BAACTH,
ocyLecTBAAWUM GYHKLMKU MO KOHTPOJTIO M Haa30py B chepe 0bpallleHUs NeKapCTBEHHbIX CPeacTB ANs
BETEPUHAPHOIO NPUMEHEHUA, NpPU HeobXOAMMOCTM BHOCATCA COOTBETCTBYHOWME W3MEHEHUA B
nporpammy NpoBepoOK.

5. B nporpammy npoBepoK MOFYT BK/IOYATbCA MEPONPUATUA C Y4ETOM HaPYLIEHWUIA, BbIABAEHHbIX B
paMKax KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUIA 33 NPeAbIAYLLINIA KaneHaapHbIN roa,

6. Mporpamma NPoOBEPOK COAEPKUT:

1) nepeyeHb NEKAPCTBEHHbIX CPeACTB, OTOOP 06Pa3LLOB KOTOPbLIX BYAET OCYLLECTBAATLCA B PAMKaXx
BbIDOPOYHOTrO KOHTPO/IA, GOPMUPYEMBIN C YYETOM PE3y/bTAaTOB FOCYAaPCTBEHHOIO KOHTPOAS (Haa3opa)
B cdepe obpalleHUss NeKapCTBEHHbIX CPeACTB 3a KajJeHAapHbI roa, npeawecTBylOWwmMi roay
npoBeAeHWA BbIBOPOYHOTO KOHTPOIS;

2) yKasaHue Ha cobbiTve, HacTymnjeHWe KOTOpPOro SBASETCA OCHOBAaHWEM A/ OCYLLEeCTBAEHMUSA
BbIBOPOYHOro KOHTPONSA:

a) nonyyeHue ceefleHU, NpeAcTaBAseMbIX B COCTaBe U 06beme, YCTaHOBAEHHbIX deaepasibHbIm
OpPraHOM WCMONHUTENIbHON BAACTW, OCYWECTBAAIOWMM GYHKLUMM MO KOHTPOAKD WU Haps3opy B chepe
34paBoOOXpaHeHuns, deaepanbHbIM OPraHOM MCNOAHUTENIbHOM BNACTU, OCYLLECTBAAIOWMM GYHKUMM NO
KOHTPOJII0 1 Haz3opy B chepe obpalleHns eKapCTBEHHbIX CPeacTB A5 BETEPUHAPHOIo NPUMEHEHUS, O
cepusx, MapTUAX JIeKAPCTBEHHbIX CPeACTB, MOCTyNaloWwMx B rpaxAaHCKMi o06opoT B Poccuitckoit
depepaunn, yKasaHHbIX B NyHKTe 1 HacToAWelM YacTM, OpPraHU3auMAMM, OCYLLECTBASOWMMM
NpPou3BOACTBO NEKAPCTBEHHbIX cpeacTB B Poccuiickon desepauym U BBO3 JIEKAPCTBEHHbIX CPeAcTB B
Poccuitckyto Pepepaunto, 3a UCKAOYEHNEM CEPUIM AW NAPTUIA NEKAPCTBEHHbIX MPEnapaToBs, YKa3aHHbIX
B 4YacT 4 ctatbm 52.1 n yactn 6 ctatbm 52.2 HacToAwero PesepanbHOro 3aKOHa;

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

6) nonyyeHne nocTynatoLLei B NOpsALKe, yCTaHOBJEHHOM cTaTbei 64 HacToswero ®esepanbHOro
3aKoHa, MHbOPMaLMM O NOBOUYHbIX AEMCTBUAX, HEXKeNaTe bHbIX PeaKUMUAX, CePbe3HbIX HeXKenaTeabHbIX
peakumaAx, HenpeaBUAEHHbIX HeXenaTebHbIX Peakumax npu NpMMeHeHnn 1eKapCTBEHHbIX NPenapaTos,
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06 MHAMBUAYANLHON HENepeHOCUMOCTU, OTCYTCTBUM 3DEKTUBHOCTU /IeKapCTBEHHbIX MPenapaTtos, a
TaKXe 06 MHbIX PpaKTax U 0bCTOATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU UM 340POBbIO YeoBeKa
NMB0 KMBOTHOTO NPWU MPUMEHEHUM NEKAPCTBEHHbIX MPErnapaToB M BblABJEHHbIX Ha BCex 3Tanax
obpalleHnA NeKapCcTBEeHHbIX NpenapaTos B Poccuiickoi Pegepaumm v opyrux rocyaapcreax;

B) mosydyeHne B cooTBetcTBMM ¢ DeaepanbHbiM 3akoHOM oT 31 umiona 2020 roaa N 248-d3 "O
rocyaapcTBeHHOM KOHTpone (Hagsope) M MyHUMUMNANbHOM KOHTposie B Poccuiickon ®depepaumn”
CBeAeHUN O NPUUYMHEHUU Bpeaa UaM 06 yrpose NpUYNHEHUs BPeaa KU3HW, 340POBbIO rpaxKaaH uam
YKUBOTHbIX.

Cratba 9.2. locypapcTBeHHbli KOHTponb (Hag3op) 3a peanusauuneit MCNONHUTE/IbHbIMM
opraHamu cy6bekToB Poccuiickoit ®deaepauumn nonHomoumii B chepe obpalieHUA NeKapcTBeHHbIX
CPeAcCTB AN MeAULMHCKOro NPUMEHeHUA
(8 pea. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

(eBepeHa degepanbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. TocypapcTBeHHbI KOHTponb (Hag3op) 3a peanusaumen UCNONHUTENIbHbIMM  OpraHamm
cybbeKkToB Poccuiickon deaepaumm nosHomounn B chepe obpalleHUs NeKapCcTBEHHbIX CPeacTB Ans
MEeANUMHCKOTO MPUMEHEHMA OCYLLECTBAAETCA YMNOJAHOMOYEHHbIM [paButenbctBom Poccuiickoi
depepaunn opraHom UCNONHUTENbHOM BNACTW.

(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

2. MNpegmeTom rocynapcTBEHHONO KOHTpoaA (Hazsopa) 3a peanusaumeinn UCMOSHUTEbHbIMU
opraHamu cybbekToB Poccuitickoit ®epepaumm nonHomoumin B chepe obpalLleHUs JeKapCTBEHHbIX
CpeacTe ANa  MeAMUMHCKOrO  MpUMEeHeHus  ABndetca  cobatogeHve  YNOJIHOMOYEHHbIMU
WCNONIHUTENbHBIMW  OpraHamu cybbekToB Poccuitckoih  depepaumm  MeTOAMKM  YCTaHOBIEHWUA
npefesnbHbIX pPa3mMepoB OMNTOBbIX HAaAOaBOK WM npeaesibHbIX PA3MepoB PO3HMYHbLIX HaabaBOK K
$aKTUYECKMM OTMYCKHbBIM LleHaM, YCTaHOBEHHbIM NPOU3BOAMUTENAMM NEKAPCTBEHHbIX NPEnapaTos, Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNEpevyeHb MU3HEHHO HEeOBXOAMMbBIX W  BaAXKHEMLIMX
JIeKapCTBEHHbIX NpenapaTos.

(8 pea. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

3. TMpu  OCyLLeCTBIEHWN  TOCYHAPCTBEHHOrO  KOHTpoAa  (Hag3opa) 3a  peanusauyumen
NCNOJIHUTENbHbIMU OpraHamm cybbekToB Poccuiickolt depepaumm nosHoMount B coepe obpaleHus
NIEKAPCTBEHHbIX CPEeACTB  ANA  MeAMUMHCKOrO MPUMEHEHUSA NPOBOAATCA Ccleaylolune  BuAb
MeponpUATUIA:

(B pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) LOKYMEHTapHble NPOBEPKMY;
2) Bble3aHble MPOBEPKMU.

4, OpraHu3auma M OCyLLeCTBNEHME roCyAapCTBEHHOrO KOHTpoAsA (Hagsopa) 3a peanusaument
NCMNONHUTENbHBLIMWU OpraHammu cybbekToB Poccuiickoit deaepaumm noaHomounii B chepe obpalueHun
NeKapCTBEHHbIX CPEACTB A1 MEANUMHCKOTO NPUMeHeHus peryampytotca ®eaepanbHbiMm 3aKoHOM oOT 21
nekabpa 2021 roga N 414-93 "06 o0b6wWmMx npuMHUMNAX opraHusauMm nybanMyHOM Bnactu B cybbekTax
Poccuitckoii depepaumn'.

(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

5. MNMonoxeHne o rocyaapcTBEHHOM KOHTpone (Haa3ope) 3a peanusaumein UCNOSHUTENbHLIMU
opraHamu cybbekToB Poccuiickoint depepaumm nonHomoumin B chepe obpalLleHUa eKapCTBEHHbIX
CPeACTB ANa MeAMLMHCKOTo NpUMeHeHus yTeepkaaetcs MpasutenbcTBom Poccuiickoli depepaumu.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)
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Cratba 9.3. PerMoHanbHbI rocyfapcTBeHHblli KOHTPONb (HaA30p) 3a NPUMMeHeHUeM LeH Ha
JIeKapCcTBeHHble MnpenapaTbl, BK/AOYEHHble B MNepeyeHb XWU3HEeHHO HeobXoAMMbBIX U BarKHeWULMUX
JNIEKapCTBEHHbIX NpenapaTos

(sBepeHa desepanbHbiM 3akoHOM 0T 11.06.2021 N 170-93)

1. PervoHanbHbIi rocy4apcTBEHHbIM KOHTPOb (HaA30p) 3a NPMMEHEHMEM LieH Ha 1IEKAPCTBEHHbIE
npenapaTbl, BK/IOYEHHbIE B MNepeyeHb M3HEHHO HEeOBXOAUMBIX WU BaXKHEWMWMX JIEKAPCTBEHHbIX
npenapaTtoB, OCYLWECTBAAETCA WCMNOJIHUTE/IbHbIM OpraHom cybbekta Poccuitckon dPepepaunuy,
YNOJAHOMOYEHHbIM BbICLLIMM UCMOAHUTENbHBIM OpraHoM cybbeKTa Poccuiickon ®Peaepaumn.

(B pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

2. NMpeameTom pPernoHanbHOro rocyapCcTBEHHOIO KOHTPOAA (Haa30pa) 3a NpUMMEHEHUeM LeH Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb KU3HEHHO HeobXOAMMbIX M BarKHEMLUX
JIEKapCTBEHHbIX  MpenapaTtoB, ABAAeTcA  cobnogeHWe  opraHM3auusmMM  ONTOBOW  TOProBAu
JIeKapCTBEHHbIMMU cpeacTeamu, anTeyHbIMU OopraHusaumnamu, MHAMBUAYAIbHbIMU
npeanpuUHUMaTeNAMKN, UMEIOLMMWN NULLEH3UIO Ha dapMaLEeBTUYECKYIO AEATENbHOCTb, MEeAULUMHCKMMMU
OpraHn3aLmnaAMU, UMELWMMM NNLEH3UIO Ha PpapMaLLEBTUUYECKYIO AEATENIbHOCTb, MU UX 060CO6NEHHbIMU
noapasaeneHnaMmn, PacrnoNoXKeHHbIMU B CE/IbCKMX HACEeNEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHM3auuu, NPy peanmnsaummnm NeKapCcTBEHHbIX NpenapaTtoB TpeboBaHMI K NPUMEHEHUIO
LEeH, YPOBEHb KOTOPbIX HE A0/IKEH MPeBbiWaTb CYMMY (aKTUYECKON OTMYCKHOW LIEHbI, YCTAHOBAEHHOM
NPoOu3BOAUTENEM JNIEKAPCTBEHHbIX MPENapaTtoB, M KOTOPble He MPEBbIWAOT 3apPerncTpUpPoBaHHbIX
npeAesbHbIX OTNYCKHbIX LEH, U Pa3mMepoB ONTOBbIX HaA6aBOK M (MKN) pasMepoB PO3HMYHBIX HaabaBOK,
He MNpeBbIWaloWMX COOTBETCTBEHHO pPa3MepoB MNpeaesibHbIX ONTOBbIX HaAbaBOK M (MM) pa3mepoB
npeaesibHbIX PO3HMYHbIX HaA0aBOK, YCTaHOBEHHbIX B CybbekTe Poccuinckon degepaumm.

(B pen. PepepanbHoro 3akoHa ot 08.08.2024 N 323-93)

3. OpraHusauma u OCyLLEeCTB/IEHME PErMoHasIbHOrO rocyAapCTBEHHOIO KOHTpoAas (Hagsopa) 3a
NPUMEHEHMEM LEH Ha JIeKapCTBEHHbIE NPenapaTbl, BKAOYEHHbIe B NepeYeHb *KU3HEHHO HEOOXO4MMbIX
N Ba*KHENLIMX NIeKapCTBEHHbIX NpenapaTos, peryampytotca PegepanbHbiMm 3akoHom oT 31 miona 2020
roga N 248-®3 "O rocypapcTBEHHOM KOHTposie (HaA30pe) U MyHMLMMNANAbHOM KOHTpoae B Poccuiickoit
depepaunn'.

4. NonoXKeHne 0 permoHanbHOM rocyapCTBEHHOM KOHTpOJe (Haa30pe) 38 NPMMEHEHUEM LieH Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNEpevYeHb MU3HEHHO HEOOXOAMMbBIX W BaXKHEMLIMX
JIeKAPCTBEHHbIX NPENAPATOB, YTBEPHKAAETCA BbICLUMM UCMONHUTENBbHBIM OpraHOM CcybbekTa Poccuitckoit
depepaumn.

(B pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

CratbAa 9.4. depepanbHblii rocyaapcTBEHHbIM JIMLEH3UOHHBIN KOHTPONb AEeATe/NIbHOCTM Mo
Npou3BOACTBY NEKAPCTBEHHDbIX CPEACTB

(sBepeHa PepepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. depepanbHbIVi TOCYAAPCTBEHHDIN /IMLLEH3MOHHbIA KOHTPOAb AEATE/bHOCTU MO MPOU3BOACTBY
NeKapCTBEHHbIX CPeAacTB ocyllecteaseTcs ¢deaepasbHbIMM - OpraHaMyM  UCMOJHWUTENBHOW  BAACTMH,
ynoaHomoYeHHbIMK MpaBuTenbcTBom Poccuiickoit Peaepaumn.

2. depepanbHbI rOCY[APCTBEHHbIN NNLEH3UOHHbIA KOHTPOb AEATENIbHOCTM MO NPOM3BOACTBY
JIeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA B COOTBETCTBUM ¢ DesepanbHbiM 3aKoHOM OT 4 mas 2011 roga
N 99-®3 "O nnueH3npoBaHMM OTAENbHBIX BUAOB AeaTenbHocTn" 1 ®egepanbHbiM 3aKoHOM OT 31 mions
2020 ropa N 248-®3 "O rocyaapCTBeHHOM KOHTpoJie (Hag3ope) U MyHMUMNANAbHOM KOHTpoOJie B
Poccuiickoir ®epepaumn”. B pamkax deaepanbHOro rocyaapCTBEHHOIO JULEH3MOHHOIO KOHTPOS
OeATeNbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB MNAHOBbIE KOHTPOJ/IbHblE (HaZ30pHbIE)


https://login.consultant.ru/link/?req=doc&base=LAW&n=483138&dst=102569
https://login.consultant.ru/link/?req=doc&base=LAW&n=474804&dst=105018
https://login.consultant.ru/link/?req=doc&base=LAW&n=482484&dst=101303
https://login.consultant.ru/link/?req=doc&base=LAW&n=482566&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=495001
https://login.consultant.ru/link/?req=doc&base=LAW&n=490203&dst=100008
https://login.consultant.ru/link/?req=doc&base=LAW&n=482484&dst=101304
https://login.consultant.ru/link/?req=doc&base=LAW&n=483138&dst=102574
https://login.consultant.ru/link/?req=doc&base=LAW&n=483241
https://login.consultant.ru/link/?req=doc&base=LAW&n=495001

25

MepOoNpUATUA He NPOBOAATCA, NPU 3TOM MNPOBOAMTCA Nepuoanyeckoe NOoATBEpPIKAeHUEe COOTBETCTBUA
NIMLLEH3NATOB /IMLLEH3NOHHbBIM TpeboBaHUAM B cooTBeTcTBUU ¢ PeaepanbHbiM 3aKoHOM oT 4 masa 2011
roga N 99-®3 "O nuueH3MpoBaHUN OTAENbHbIX BUAOB AeATebHOCTM" .

nasa 5. PASPABOTKA, JOK/TIMHNYECKUE UCCZIEAOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KTMHUYECKUE UCCNIEAOBAHUA
NNEKAPCTBEHHbIX NMPEMAPATOB A/11 BETEPUHAPHOIO NPUMEHEHUA

CtaTtba 10. Pa3paboTKa neKapCcTBeHHbIX CPeacTs

1. Pa3paboTKa /leKapCTBEHHbIX CPeACTB BKAKOYAeT B cebA MNOMCK HOBbIX $apMaKOAOrMYecKu
aKTMBHbIX BELLECTB, NOC/AeayloWee WU3YYEHUME WX NEKAPCTBEHHbIX CBOMCTB, [AOKAUHUYECKMUE
nccneanoBaHuA, PaspaboTKy TexXHOMOorni npomsBoacTBa dapmaLeBTUYECKMX cybcTaHuuMi, pa3paboTky
COCTaBOB M TEXHOJIOTM NPOMU3BOACTBA NEKAPCTBEHHbIX NPEnapaTos.

2. duHaHcoBoe obecneyeHne pPa3paboTKM NeKapPCTBEHHbIX CPEACTB OCYLLECTB/IAETCA 33 CYET:
1) cpeacTts denepanbHoro broaxeTa;
2) cpencTB pa3paboTYMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeacts  nMpousBOAMTENEN  JIEKAPCTBEHHbIX  CPEACTB  MNPU  BbIMOJSIHEHUM  Hay4HO-
nccnefoBateNbCckmx paboT Mo A0roBopy Mexay pa3spaboTYMKOM JIEKAPCTBEHHbLIX CPEACTB M
NPOU3BOAMTENEM JIEKAPCTBEHHbIX CPE/CTB;

4) MHbIX He 3anpeLleHHbIX 3aKoHo4aTenbCTBOM Poccuiickolt deagepalMm UCTOYHUKOB.

3. MNpaBa pa3paboTuMKa  NEKAPCTBEHHOTO  CPEACTBA  OXPAHAOTCA  IPaKAAHCKUM
3aKOHOAATEIbCTBOM.

Cratba 11. [loknnHMYecKoe uccneaoBaHUE JIEKAPCTBEHHOro cpeacTsa ANA MeAULUHCKOro
npumeHeHus

1. loknMHMYecKoe uccnenoBaHWE NEKAaPCTBEHHOTO CPeacTBa AN MEAMUMHCKOTO MpPUMEHEHMs
NPoBOAMTCA MNyTEM MPUMEHEHUSA Hay4yHbIX METOAOB OLEHOK B LEnsAX MOoAy4YeHUs [O0Ka3aTenbCTs
6e30nacHOCTH, KavyecTBa U 3pPEKTUBHOCTU IEKAPCTBEHHOTO CPeACTBa.

2. [lokAMHWYecKoe uccnegoBaHWe NEKAapCTBEHHOIO CPeACcTBa AN MEeAUUMHCKOTO MpUMEHEHMUsA
NpPoOBOAMTCA B COOTBETCTBMM C NpPaBWIaMM Hag/exallelh nabopaTopHOM MPAKTUKK, YTBEPKAEHHbIMM
EBpa3suniiCKO 3SKOHOMMYECKO KOMUCCUEN.

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

3. OnAa opraHM3aumm u NpoBeaeHMA AOKANHMYECKOro MCC/eAoBaHMA NIEKapPCTBEHHOrNO cpeacTsa
AN MeIMLUMHCKOro NpUMeHeHMA Pa3paboTUMKN NeKapCTBEHHbIX CPeACTB BNpaBe NpuBieKaTb HayyHble
opraHusaummn, obpasoBaTesibHble OpraHM3aunm Bbiclwero ob6pa3oBaHMA U MHbIe OpraHM3aLMmK, UMetoLme
HeobXoaMMY0O  MaTepuasibHO-TEXHMYECKYID 6a3sy M KBaAMOUUMPOBAHHbLIX  CNEeunasnctos B
COOTBETCTBYlOLWEN 06/1aCTM UCCNeA0BaHUSA.
(yacTb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. [loKnnHWN4Yeckoe uccnepoBaHue NNEKApPCTBEHHOIo cpeacrtea Ana mMmegunumMHCKOro npmmeHeHuAa
nposognTCA nNO YyTBEPXKAEHHOMY pa3pa60le|KOM NNEKAPCTBEHHOIO cCpeacrea nJiaHy C BeAeHUEM
NMPOTOKO/1a 3TOro nccnenoBaHMA U COCTaBNEHUMEM OTYETA, B KOTOPOM COAEpPHKATCA pe3ysbTaTbl 3TOrNo
nccnegoBaHMA M 3aKkiovYeHMe O BO3MOXKHOCTM npoBeaeHunA  KAMHUYECKOro unccneanoBaHmA
1IeKapCTBEHHOrO nNpenaparta Ana megnumHCKOro npnmeHeHua.


https://login.consultant.ru/link/?req=doc&base=LAW&n=483241
https://login.consultant.ru/link/?req=doc&base=LAW&n=481313
https://login.consultant.ru/link/?req=doc&base=LAW&n=207468&dst=100016
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100105
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100080
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100081

26

5. MNpoBeaeHWe NpoBepoK cobntogeHus NpaBuA HagnexKawelh nabopaTopHOM NpPaKTUKKU U
NPaBoOBbIX HOPM MCMO/b30BaHUA KMBOTHbLIX MNPWU NPOBEAEHUU LOKAMHUYECKUX UCCNeLO0BaHWIA
NEeKapCcTBEHHbIX CPeACTB AN  MeAMUMHCKOrO MNPUMEHEHMA  OCYLLECTBAAETCS  YNOJIHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTK.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pe3synbTaTbl OOKJAMHUYECKOrO WUCCAELOBAHWUA JIEKAPCTBEHHOIO CPeACTBA A1A MEeAMUMHCKOro
NPUMeHeHNA MOTyT ObITb NpeacTaBAeHbl B YNOJHOMOYEHHbIN deaepanbHblii OpraH UCMOMHUTENBHOM
B/1ACTU B YCTAHOB/IEHHOM MOPALKE B LLENAX PETUCTPALMM IeKapCTBEHHOTO NpenapaTa.

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

Cratba 12. [lOKAMHMYECKOEe uccneaoBaHUE J/IeKAapCTBEHHOrO CpeacTBa M KAMHUYECcKoe
uccaepoBaHue IeKapCTBEHHOrO Npenaparta ANA BeTePUMHAPHOro NPMMeHeHus

1. JloKnnHMYecKkoe nccnepoBaHme NeKapCTBEHHOro cpeactsa 414 BETEPUHAPHOINO NpMMeHeHUA
nposoamuTCA nytem nMNpuMMeHeHUA Hay4HbIX METOA0B OUEHOK B UeNnAX nosyd4eHuA [A0Ka3aTeNnbCTB
6630I’IaCHOCTM, KayecTtBa n 3¢¢EKTMBHOCTM NNEKapCTBEHHOrO CpeacrTtBa, B TOM 4Ynucae onpeaeneHna Cpoka
€ro BbiBegeHUA U3 OpraHM3ama XMBOTHOIO, B LLeNAX obecneyeHus 6es3onacHoCTH npoAyKUNUN XKNBOTHOTO
npounucxoxageHmna nocne npuMeHeHNA COOTBETCTBYHOLWLENO /1IEKAPCTBEHHOIO Npenaparta.

2. [JOK/IMHMYECKoe WCCNefoBaHWe JIeKapCTBEHHOro CPeACcTBa M KAMHMYECKOe ucc/iedoBaHue
NleKapCcTBEHHOro npenapata Aasa BeTEepPUHAPHOro MpUMEHeHUs, ucciefoBaHMe BGUO3KBUBANEHTHOCTM
YKa3aHHOro NeKapCTBEHHOro mpenaparta NpPoBOAATCA B COOTBETCTBMM C MPaBUIaMM, YTBEPMKAEHHbIMU
YMNOAHOMOYEHHbIM defepanbHbiM OPraHOM UCMOIHUTEIbHOM BAACTH.

3. [JoKknuHuyeckoe wuccnegosaHue NIeKapCTBEHHOIo Cpeacrtsa U KAMHUYECKOeE uccnegoBaHue
NNEKapCTBEHHOrNo npenapata A4ANA BETEPUHAPHOINO MNPUMEHEHUA NnpoBOoAATCA MO YTBEPXKAEHHOMY
pa3pa6OTHVIKOM NEKapCTBEHHOrIo cpeacrtesa naaHy C BeAeHUMEM MPOTOKO/10B 3TUX MCCﬂeAOBaHMﬁ n
COCTaB/1IeEHMEM OTHETOB, B KOTOPbIX COAEPHKATCA pe3y/ibTaTbl 3TUX VICCJ'IeLI,OBaHMﬁ.

4, lna opraHM3aumMm M NPOBEAEHUA AOKANHUYECKOTO UCC/IeA0BaHUA NEKAapCTBEHHOMO CpeacTBa U
KAMHMYECKOrO WCCNeAoBaHMA  /IEKAPCTBEHHOro npenapata  ANs  BETEPUHAPHOrO  MPUMEHEHUS
pa3paboTunK NEeKapCTBEHHOTO CPEACTBA MOMKET MpMB/eKaTb OpraHM3auuun, MMelolme Heobxoammyto
MaTepuanbHO-TEXHUYECKYIO 6a3y M KBanUOUUMPOBAHHbIX CMELnanmMcToB B COOTBETCTBYOWEN obnactu
nccaeoBaHuA.

5. KnnMHM4eckne mccnenoBaHUsa NEKapCTBEHHbIX MpenapaTtos A1 BETEPUHAPHOro NpUMeHeHus
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3aumMsax M B OPraHM3aumaX, OCYLLECTBAAIOWMX pasBeseHue,
BbIPALLMBAHME U COLEPKAHUNE KUBOTHBIX, B LLENAX:

1) YCTAaHOB/IEHMA NEPEHOCUMOCTU NNEKAPCTBEHHDbIX NPENapaToB 340P0BbIMU XKNUBOTHbIMU;

2) nopbopa oONTUMaNbHbIX AO03MPOBOK /NEKAPCTBEHHbIX MPEenapaToB M Kypca JeyeHuss Ha
KOHKPETHOM rpynmne *MBOTHbIX C onpeaeneHHbIM 3aboseBaHneM;

3) yctaHoBneHus  6e3onacHOCTM U 3PDEKTUBHOCTM  /leKapCTBEHHOrO  npenapara,
npegHasHauYeHHOro A/A JleYeHUs OnpefeNieHHbIX 3a60seBaHUiA KUBOTHbIX, WU 3DPEKTUBHOCTU
JleKapcTBEHHOTO NpenapaTa Ans NpodUNaKTUKKM 3a601eBaHNIA 340POBbIX KUBOTHBIX;

4) n3yyeHUsA BO3MOKHOCTEM PACLUMPEHMS MOKa3aHWA K MPUMEHEHUIO 3aperMcTpupoBaHHOro
JleKapCcTBEHHOTO NpenapaTa 1 BbiiBIeHNA paHee HeN3BECTHbIX MOBOYHbIX AeNCTBUNA.

6. KnnHunyeckoe uccneposaHue NEKapPCTBEHHOrNo npenaparta AnAa BeTepUHaApPHOro npumeHeHuA
ocywiecrBaiAeTca 3a cHeT cpeacTs pa3pa60TLw|Ka NIeKapCTBEHHOIO CpeAacTBa.
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7. OTt4yeTbl © pe3ynbratax AOKAMHUYECKOro wuccnenoBaHMA NEKapCTBEHHOrNo cpeacrea wu
KIMHNYECKOTo MnccnegoBaHnA NeKapCTBEHHOroO npenapata  A41Aa BETeEPUHAPHOro npuMeEHEHUA
COCTaBNAKOTCA pa3pa6OT‘-IMKOM NNIEKAPCTBEHHOIo cCpeacrtea C y4yeTom 3aK/0YEHUI opraHM3au,m7|,
NPUHUMaBLUNX y4aCTue B OpraHn3aumm n nposeaeHmm sTnux VICCﬂeLI,OBaHVIl‘/JI.

8. KoHTponb 3a npoBefeHMEM AOKJANMHUYECKUX WCCAELOBAHUI NEKAPCTBEHHbIX CPEeAcTB U
KNAMHUYECKMX  MUCCNEA0BaHMMA  NIEKAapCTBEHHbIX MpPenapaToB  AAA  BETEPUMHAPHOrO  MPUMEHEHMUA
OCYLLECTBAAETCA YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTENBHOM BNACTMU.

FnaBa 6. OCYLWECTB/IEHUE I'OCV,CI,APCTBEHHOﬁ PETUCTPALIUN,
PETUCTPALUN NEKAPCTBEHHbIX NMPEMNAPATOB
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.

Mo 3asasneHuam, nogaHHbim ao 01.01.2021, nekapcTBeHHble npenapaTbl AAA MeAULUHCKOro
NPUMEHEHMA PETUCTPUPYIOTCA B COOTBETCTBUM C TpeboBaHMAMMU, aencTBoBaBwmmmM Ao 30.01.2024. O
npuseneHnn B cootseTcTame ¢ aktamu EASC TakuMx M paHee 3aperncTtpupoBaHHbIX NpenapaTtoB CM.
®3 01 30.01.2024 N 1-®3.

Cratba 13. FlocyaapcTBeHHas perncTpauums, permcTpanms 1IeKapcTBeHHbIX NpenapaTos
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuitickor Pepepaummn [onyckaroTca NPOU3BOACTBO, XpPaHeHMe, MNepeBO3Ka, BBO3 B
Poccuinckyto Pepepaunto, BbiBo3 U3 Poccuinckoin Pepepaumm, peknama, oTnycKk, peanmsaums, nepesaya,
NpPUMeHeHWe JIeKapCTBEHHbIX MpPenapaToB, €CAWM OHM  3apPerncTpupoBaHbl  YMOJHOMOYEHHbIM
depepanbHbIM  OpPraHOM WCMNONHUTENIbHOM BNACTM B COOTBETCTBMWM C HacToAwmMm DeaepasbHbIM
33aKOHOM /IM60 B COOTBETCTBUM C aKTaMM, cocTaBasatowmmm npaso Cotosa.

(8 pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, o1 30.01.2024 N 1-93)

2. FocynapCTBEHHOM perncTpaLmmn nogserar:

1) Bce NekapcTBeHHble MpenapaTbl, BNepsble NojgJexale BBoAy B obpalleHne B Poccuiickoi
depepauny;

2) NekapcTBeHHble NpenapaTtbl, 3aperMcTpUpoBaHHble paHee, HO MPOU3BEAEHHble B APYrux
NeKkapcTBeHHbIX Gopmax B COOTBETCTBMM C NepeyHem HauMeHOBaHWUI feKapcTBeHHbIX GOpM, B HOBOM
[A03MPOBKe NPW A0Ka3aTebCTBE ee KANHUYECKON 3HAYMMOCTM 1 3GPEKTUBHOCTH;

3) HOBble KOMBUHALMMN 3aPErMCTPUPOBAHHbIX PaHEee SIeKapCTBEHHbIX NPenapaTos.

3. TocypgapcTBeHHAsA perucTpaumsa JeKapCcTBEHHbIX MPenapaToB OCYLLeCTBAAETCA MO pe3y/bTaTam
9KCMNepTU3bl NEKAPCTBEHHbIX CPEACTB.
(yacTb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4, FocypapcTBeHHan peructpaumn NIeKapCTBEHHOTO npenapara ocyLecTeaseTcs
COOTBETCTBYIOWMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCMONHUTENbHOM BAAcTU B CPOK, He
NPeBbIWAOWNIA CTa WecTMaecaTM paboumx AHen co AHA NPUHATMA 3aABAEHMSA O rOCYAapCTBEHHOWN
peructpauum neKapCcTBEHHOro npenapata ANA  MEAMUMHCKOTO MPUMEHEHWA, W B CPOK, He
npesbIWaOWWn cTa ABaguaTM paboumx AHel CO AHA MNPUHATMA 3aABNEHUA O rOCYAapPCTBEHHOWN
perncTpauum neKapcTBeHHOro npenapata A4 BeTEPUMHAPHOrO MNPUMEHEHMA. B yKasaHHbIA CPOK
BK/1IOYAETCA BpemMs, HeobxoAnmoe A41A NOBTOPHOro NPoBeAeHMA SKCNepTU3bl NeKapCTBEHHOMO CpeacTBa
B COOTBETCTBMM CO CTaTbel 25 HacToAwero PegepanbHOro 3akoHa. Cpok rocyaapcTBEHHOM perncTpaumm
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NIeKapCTBEHHOro npenapaTa MCYUCNAETCA CO AHA MPUHATUA COOTBETCTBYIOWMUM YNOAHOMOYEHHbIM
denepanbHbIM OPraHOM MCNOSHUTENBHOW BAACTU COOTBETCTBYIOWLETO 3aABJEHUA O FrOCYAapCTBEHHOM
perucTpauumn eKapcTBEHHOrO NpenapaTta ¢ NPUAoKEHNEM HeEOBX0AMMbIX LOKYMEHTOB NO AeHb BblAauM
PErncTpaLMoHHOrO YyAOCTOBEPEHUA JIEKAapCTBEHHOrO npenapaTta. Bpemsa, Heobxogmumoe ana
HanpaB/ieHMA YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MWCMAONHUTENBbHOM BAACTM 3anpoca o
npeacTaBAeHUM HEOBXOANMMBIX MAaTEPUANOB U NPEACTABAEHUA 3a8BUTENEM OTBETA HA AAHHbIV 3anpoc B
coOTBeTCTBMM cO cTatbamu 16, 19 mn 23 HacroAwero deaepasbHOro 3aKOHA, He YYUTbIBAETCA Npu
NCYMCNEHMM CPOKA FOCYAAaPCTBEHHOM PErUCTPALMM IeKapCTBEHHOTO NpenapaTa.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. FocynapcTBEHHOM perucTpaumm He noasiekat:

1) neKapcTBeHHble Mpenapatbl, U3rOTOBJIEHHbIE ANTEYHbLIMW OPraHMU3aLMAMM, BETEPUHAPHLIMMU
anTeYHbIMM OPraHU3aLUAMMU, UHOMBUAYANbHLIMU NPEANPUHUMATENAMM, KOTOPbIE MMEIOT NIMLEH3NIO Ha
bapMaueBTUYECKYIO OeATeNbHOCTb, NO pPeuenTam Ha JIeKapCTBEHHble npenapatbl M TpeboBaHMAM
MEAMLMHCKMX OpraHu3auMii, BETEPUHAPHbLIX OpraHM3auuii WM opraHusaumii  (MHAMBUAYANbHbIX
npegnpuHMmaTenei), ocywecTBAAIOWMX pa3BeLeHNe, BbipallMBaHNE U COAEPKAHMNE KUBOTHbIX;

(B pea. PepgepanbHoro 3akoHa ot 30.12.2021 N 463-93)

2) feKapcCTBeHHble npenapaTbl, MpUMOBpeTeHHble GU3NYECKMMW AMLaMK 33  npedenamu
Poccuiickoit degepaumm n npeaHasHauyeHHble 418 IMYHOTO UCMO/Ib30BaHNSA;

3) neKkapcTBeHHble npenapatbl, BBO3MMble B Poccuitckyio ®degepaunio AnA  OKasaHuA
Me,CI,VILI,MHCKOl‘/JI nomown nNo KMU3HEHHbIM MNOKa3aHUAM KOHKpeTHOro nmnauuneHta Ha OCHOBaHWU
pa3speleHmns, BbIAAHHOIO YNOAHOMOYEHHbIM dpefepanbHbiM OPraHoM UCNONHUTENBHOMN BNACTK;

4) NNIEKapCTBEHHbIE CPeACTBa, BBO3NMbIE B POCCMVICKyI-O tDep,epau,Mlo Ha OCHOBaHWW BblAaHHOIO
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom NCNOIHUTENbHOM BNACTH pa3pewieHnAa N npeaHasHa4YeHHble
ana nposeaeHnA KAUMHUYECKUX MCC/'Iep,OBaHVIﬁ NEKapPCTBEHHbLIX MpenapaTtos " (M/'IM) nposeaeHnA
9KCNEepPTU3bl  NEKAPCTBEHHbLIX Cpeacts AnA ocywiecreneHunA FOCVAapCTBeHHOﬁ perncrpauunm
NEeKapCTBEHHbIX MPENApPaToBs,

5) dapmaueBTUUECKME CybCTaHUMU;

6) pagmodapmaleBTUYECKME NIEKAPCTBEHHbIE MpernapaTtbl, U3roTOB/EHHbIE HEMOCPEACTBEHHO B
MEANUMHCKUX OpraHM3aumax B NMopaaKe, YCTaHOBAEHHOM YMOAHOMOYEHHbIM deaepanbHbIM OpraHOM
NCMNONHWUTENbHOW BNACTK;

7) nekapcTBeHHble NpenapaThbl, NPON3BOAMMbIE ANA IKCNOPTa;

8) 6uoTexHoNOrMYeckne neKkapcTBEHHble MNpenapaTbl, NpegHasHayeHHble ANA MPUMEHEHUA B
COOTBETCTBUMN C MHAMBWUAYANbHBIM MEAULMHCKMM Ha3HAYeHMEM W creumanbHO M3TOTOB/IEHHblE ANA
KOHKPETHOTO nauMeHTa HernocpeacTBEHHO B MEAWLMHCKOM OpraHM3auuu, B KOTOPOW NpuUMeHseTcs
TaKo OMOTEXHONOrMYECKUI NIeKAPCTBEHHbIM NpenapaT, MMeloWwne B CBOEM COCTaBe COeAMHEHWs,
CMHTE3UPOBaHHbIE MO pe3y/bTaTaM TeHeTUYECKUX UCCNedOBaHUM maTepuana, MOJAYYEHHOTO OT
naumneHTa, AN KOTOPOro U3roTOB/IEH TaKOW BMOTEXHONOTMYECKUIA IeKapCTBEHHbIV NpenapaT. MepeyeHb
MeAMLMHCKUX OPraHn3aLLMi, MMEIOLLMUX NPaBO M3roTaBAMBATb U MPUMEHATb TaKMe BUOTEXHOIOTUYECKUE
NeKapcTBeHHble NpenapaTbl, yTeepKaaetca MNpasuTensctBom Poccuiickon depepaumm. PaspeleHve Ha
NPUMEHEHME TaKUX BUOTEXHONOTMYECKMX NIEKAPCTBEHHbLIX MPEenapaToB BblAAeTCA YNOJHOMOYEHHbIM
depepanbHbiM OPraHOM MCMOJIHUTENIbHOM BAACTM B MOPsZKe, YyCTaHaB/AMBaemMom [1paBUTEIbCTBOM
Poccuiickolt  depepaumn. TopAagok obpalleHUsa TaKMx OMOTEXHOIOTMYECKMX  JIeKapCTBEHHbIX
npenapaTtoBs, BK/OYas NOPAAOK UX U3rOTOBNEHMWS, MPOBEAEHUS SKCNEPTM3bI, OCYLLECTBIEHNA KOHTPOS
KayectBa TaKWUX OWMOTEXHOIOTMYECKMX NIEKAPCTBEHHbIX MPEenapaTtoB, MPUMEHEHMS, XPaHeHwus,
TPaHCMNOPTMPOBKN M YTUAM3AUMM TaKMX BMOTEXHONOrMYECKUX /IEKApPCTBEHHbIX MPenapaTtos, a TaKKe
TpeboBaHMA K TakKMM 6GMOTEXHONOTMUYECKMM /IeKapCTBEHHbIM Mpenapatam W MeAUMLMHCKMM
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OpraHM3auMsaM, WX W3rOTaBAMBAOWMM U MNPUMEHAIOWMUM, YCTaHABAMBAKOTCA [1paBUTENbCTBOM
Poccuitckoit depgepaumn.
(n. 8 BBegeH PeaepanbHbiM 3akoHOM oT 30.01.2024 N 1-$3)

5.1. 3asaBneHMe O peructpaumMm BOCNPOM3BEAEHHOrO0 JIEKAPCTBEHHOro npenapata AgaA
MeANLMHCKOTO MPUMEHEHUA MOMKeT ObiTb MNoJaHO B YNOJHOMOYEHHbIM deaepanbHblA  OpraH
WCNOSIHUTENbHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYAAPCTBEHHYIO  PErncTpaumio  NeKapCTBEHHbIX
npenapaToB, NO WUCTEYEHMM YeTbipex NeT C [aTbl FOCYAAPCTBEHHOM PErUCTPALUM UAN PerucTpaumm
pedepeHTHOro NEeKapCTBEHHOrO Mpenapata Aa8 MegMUMHCKOro npumeHeHnAa B Poccuiickoit
depgepaunn.

(yacTtb 5.1 BBegeHa deaepanbHbiMm 3akoHOM OT 30.01.2024 N 1-93)

5.2. 3asBneHne o perucTpaumm buoaHanorosoro (6Monoao6HOro) nekapcTBEHHOro npenapaTta
(bnoaHanora) AnA MeEAUUMHCKOTO MPUMEHEHUS MOMKET ObiTb MNOAaHO B YNOJHOMOYEHHbIN
denepanbHblA OpraH MCNOAHUTENBHOW BAACTW, OCYLLECTBAAKOWMNA TOCYAAPCTBEHHYIO pPEerucTpaumio
NIeKAPCTBEHHbIX MpenapaToB AN8 MeAUMUMHCKOro MNPUMEHEHWUA, MO MUCTEYEHMU Tpex neT C Aathbl
rocyAapCTBEHHOM perncTpaumm unmM perncTpaumm pedepeHTHOro /NeKapCTBEHHOro npenapata B
Poccuiickoin Pepepaumnn.

(yacTb 5.2 BBeaeHa depepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

5.3. He pgonyckaeTcs WCNonb30BaHME B KOMMEPYECKMX Uensx MHbopmauum o pesyabTatax
OOKIMHNYECKUX UCCNef0BaHUM NEKAPCTBEHHbIX CPEACTB N KAMHUYECKUX UCCNeA0BAHUIN NeKAPCTBEHHbIX
npenapaTtoB AAA MeAMUMHCKOrO NMPUMEHEHUA, NpencTaBAeHHOW 3aaBUTeNeM ANA FOCyAapCTBEHHOM
perncTpaunmn Uam perncTpaumnm nekapcTBeHHoro npenaparta, 6e3 ero cornacua B TEYEHME LLIECTU NeT C
0aTbl TOCYyAapCTBEHHON PerncTpaunmnm uan peructpaumm pedepeHTHOro NeKapCcTBEHHOro npenapaTta B
Poccuitckoin Pepepaumn.

(yacTb 5.3 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

6. He gonycKaeTtca rocyaapcTBeHHaa permcTpauus:

1) nekapcTBeHHbIX MpenapaToB, OT/AMYAIOWMXCA APYr OT Apyra Ka4vecTBEHHbIM COCTaBOM
[AeNCTBYIOLLMX BELLECTB, N0OA, OAMHAKOBbIM TOProBbIM HAMMEHOBaHMWEM;

2) 0AHOro NIEKapCTBEHHOrO Mpenaparta, NPeACTaBAeHHOro Ha roCYAapCTBEHHYIO Perncrpaumio B
OTHOLIEHMM OLHOTO M TOrO e Jep)kaTeNs WAM BNajenbla PerMcTpaumMoHHOro YA0CTOBepeHus
NleKapCTBEHHOro npenapaTta B BuAe ABYX M 6onee NEKApCTBEHHbIX MPEenapaToB Mo PasinyHbIMM
TOprosbiIMn HaMMeHOBaHUAMMN.

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Mo 3anpocy B 3/1eKTpPOHHOU ¢opme cybbeKkTa O0OpaLleHUs JNIeKapCTBEHHbIX CPEeacTs
COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  dedepanbHbiM  OPraHOM  MCMOAHWUTENbHOW  BAacTu,
OCYLLECTBAAIOLLMM rOCYyAapPCTBEHHYIO PErMCTPALMIO IEKAPCTBEHHbIX MPENapaTos, B YCTAHOBAEHHOM UM
nopsfKe OCYWECTBAAETCA HayyHOe KOHCY/bTMPOBaHME MO BOMPOCaMm, CBA3aHHbIM C NpPOBeAeHWEM
AOKAMHUYECKMX UCCNEeA0BAHWNM, KAMHMYECKUX UCCNeA0BaHMI NIEKAPCTBEHHbIX NPenapaToB, I3KCNepPTM3bl
KauecTBa J/IeKapCTBEHHbIX cpeacts, 3ddeKTMBHOCTM U 6e30nacHOCTM, C  OCYLLECTB/eHUEM
rocyAapCTBEHHOW PerMcTpauMy AeKapCTBEHHbIX npenapatoB. KOHCY/bTMPOBaHWE OCYLECTBAAETCA C
npuenedeHmem denepanbHbiX TFOCYAAPCTBEHHbIX OHOOMKETHbIX YYPEeXKAEHUI, NoABeAOMCTBEHHbIX
JaHHOMY ¢efepasbHOMY OpraHy MWCMNONHUTENbHOM BNAaCTM W He Y4YyacTBYOWMX B OPraHM3aLumu
NPOBeAEHWA 3KCNepTM3bl KAYecTBA JIEKAPCTBEHHbIX CPeACTB B LENAX OCYLWECTBeHUA WX
rocyfapCTBEHHOW perncTpaumm B COOTBETCTBMM CO cTaTbel 16 Hactoswero denepasbHOro 3aKoHa, B
BMAE OTBETAa B MMCbMeHHOW dopmMe YyNoNHOMOYEHHOTO dpesepasibHOro opraHa UCMONHUTE/IbHOW BAacTU
Ha 3anpoc. Pa3mep B3MMaemoW C 3asaBMTeNA NAaTbl onpegenseTcds B COOTBETCTBUM C
3aKoHogaTenbCcTBOM Poccuiickolt depepaunm 06 opraHM3auMu NpepocTaBNeHUsA roCyAapCTBEHHbIX U
MYHULMNANbHbIX ycayr. MHbopmaumsa 06 ocyLLecTBAEHUM HAayYHOTO KOHCYNbTUPOBAHMUSA, B TOM YuUCie
cTaTbu, 0630pbl, CMNpaBoYyHble MaTepuanbl U UHas MHOPMAUMA 06 OCYLLECTBJIEHWMM HaAy4yHOro
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KOHCYNbTMPOBAHMWSA, pasMelLaeTcs Ha opuLMaibHOM caiTe ynoJIHOMOYEHHOro ¢eaepanbHOro opraHa
NCNOJIHUTENbHON BnactTm B cetTn "UHTepHeT" ¢ cobalogeHMEM OrpaHUYeHWU, YCTaHOB/IEHHbIX
3aKOHOZATE/IbCTBOM O NMEPCOHA/bHbIX AaHHbIX, KOMMEPYECKOW U (MIK) rocyLapCTBEHHOW TalHe.

(B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. FocyaapcTBEHHAA perucTpauma NeKapcTBEHHbIX MpenapaToB, KOTOpble npegHasHayeHbl Ans
NPUMEHEHNA B YCNOBUAX BOEHHbIX [AENCTBMIA, 4pe3BblYalHbIX CUTyauui, npeaynpexaeHua
ypesBblYalHbIX CUTyaUMin, NPOPUIAKTUKN U nedyeHns 3aboneBaHUin, NpeacTaBAAKOWMX ONACHOCTb ANA
OKpy»Katowux, 3ab6os1eBaHNN 1 NOPAXKEHUI, NONYYEHHbIX B pe3yanbTaTe BO34ENCTBMA HEBNArONPUATHbIX
XUMUYECKNX, BUONOTNYECKUX, PaANaLMOHHbIX PaKTOpoB, M KOTOpble pa3paboTaHbl B TOM 4ucae Mo
3agaHnio dpeaepanbHbIX OPraHOB WCMNOJIHUTE/IbHOM BAACTU, YMNOJIHOMOYEHHbIX B 006/1acTM OOOPOHbI
CTpaHbl M 6e30MacHOCTU rocyapPCTBa, A TAKMKE NEKAPCTBEHHbIX CPEACTB B Cayvae X aedeKkTypbl Uam
pUCKa BO3HWKHOBEHWA pAedeKTypbl B CBA3W C BBEAEHWEM B OTHOWeEHUM Poccuitickon Pepepauum
OrPaHMYUUTESNIbHBIX MepP 3KOHOMMYECKOTO XapaKTepa OCYLLEeCTBAAETCA B MNOpPsAAKe, YCTaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®epepaymn.

(8 pea. PenepanbHbix 3akoHoB oT 01.04.2020 N 98-d3, o1 08.03.2022 N 46-P3)

CraTtba 14. NPUHLMNbI 3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. DKCnepTU3a IeKapCTBEHHbIX CPeACTB OCHOBbLIBAETCA Ha MPUHLMNAX 3aKOHHOCTM, coba0aeHUs
npae u“ cBob0A4 YenoBEKa M rpakAaHWHa, Mpas PUAMYECKOro AMUa, He3aBMCMMOCTM 3KCnepTa,
06bEKTUBHOCTM, BCECTOPOHHOCTM W MOJIHOTbI WMCCAeA0BaHWIA, MPOBOAMMBIX C WCMO/b30BaHNEM
COBPEMEHHbIX [AOCTUMEHUIN HAYKM M TEXHUKM, OTBETCTBEHHOCTM deaepasnbHOro rocyAapcTBeHHOro
BIOAMKETHOTO YUYpEeXAeHUA MO MPOBEAEHMIO 3KCNEPTU3bl /IEKAPCTBEHHbIX CPEACTB M 3KCNepToB 3a
npoBeAeHMe 1 KayecTBO 3KCMepPTU3bl.

2. IKCNepTU3a NEeKapCTBEHHbIX NPENapaToB A8 MeAULMHCKOrO NPUMEHEHUA BK/IOYAET B cebA:

1) aKCNepTM3y AOKYMEHTOB, NpeacTaBAeHHbIX ANA OnpeaesieHna BO3MOMKHOCTM paccmaTpuBaTh
NeKapcTBeHHbIM npenapaT ANs MegUUMHCKOro NMpMMeHeHUsA B KayecTBe Oop¢daHHOro NEeKapCTBEHHOrO
npenapaTa;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

2) 3KCNEepTM3y MPeanOXKEHHbIX METOA0B KOHTPO/A KauyecTBa JIeKapCTBEHHOro cpeacrtsa u (Mawm)
KayecTBa NpeacTaB/ieHHbIX 06pa3LOB JIeKapCTBEHHOrMO CPeacTBa C MCMNO/Ib30BaHWEM 3TUX METOLOB
(manee - skcnepTU3a KayecTBa JIeKapPCTBEHHOIO CPeaCcTBa);

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) 3KCNepTn3y OTHOWEHWUA ommp,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NNeKapCTBEHHOTIO nNpenaparta,

4) 3KcnepTv3y PerucTpaumoHHOrO A0Cbe Ha NIeKApCTBEHHbIM MpenapaTt B LEenax onpeaefneHun
B3aMMO3aMEHAEMOCTUN IEKAPCTBEHHbIX NPenapaTos ANs MeAUUMHCKOTO NPUMEHEHUSA.
(n. 4 BBepeH depepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

3. 3KCI'IepTVI3a NNEKapPCTBEHHbIX MpPenapaTtoB A/14 BETEPUHAPHOINro NnpnmeHeHnA BK/IHOYAET B cebs
9KCNEpPTHN3y KayecTtBa NEKAPCTBEHHOrNo Cpencrea M 3KCNEPTU3Yy OTHOLWEHUA O)KVIABEMOl‘;i nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA IEKAPCTBEHHOIO Npenapara.

Cratba 15. depepanbHoe rocypapcTBeHHOe O6loajKeTHoe yupeXpeHue MNo NpPoBeAeHUo
3KCNepTU3bl JIEKAPCTBEHHDbIX CPEACTB

3KCI’IepTM3a NNEKAPCTBEHHbIX CpeacTs NPoBOAUTCA cbe,u,epaanblM rocygapCrtBeHHbIM 6I-OA)K€THbIM
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YyUYpEeKAEeHMEM COOTBETCTBYHOLLENO YNOAHOMOYEHHOTO delaepasbHOro OpraHa UCMOAHUTENBHOM BAACTH,
CO3ZaHHbIM Ana obecneyeHuss UCMOJHEHUS MOJIHOMOYMI 3TOro ¢enepanbHOro opraHa Mo Bblgaye
paspelleHnit Ha NpoBeAeHME KAUHWYECKMX UCCNeAO0BaHWM NEKApCTBEHHbIX NpenapaToB W (Mau) no
rocyapCTBEHHOM perncTpaumm (pernctpaumu) NeKkapcTBEHHbIX MNpenapatoB (ganee - 3KcnepTHoe
yypexaeHue).

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: npuMmeYaHue.

MonokeHua cT. 16 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeoCTaBAeHUA roc. YCayr npu
obpallleHMM NEeKapCTBEHHbIX CPEeACTB AN MeAUUMHCKOrO UM BETEePUMHApPHOro NpUMEHEeHMUs
nocpeacTBOM eauMHOM CUCTEMbI U (Mnn) eauHoro noptana, npumeHsatotca ¢ 01.01.2026.

CratbAa 16. OpraHusauusa nposeAeHUs IKCNepTU3bl IEKapPCTBEHHbIX CPeacTB
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. JKcrmepTM3a /IeKapCTBEHHbIX CPEeACTB MPOBOAMTCA KOMWUCCMEN 3KCMEepTOB 3KCMepTHOro
yUpemaeHuns, HasHaYeHHON ero pyKoBOAMTE/leM, Ha OCHOBaHMM 334aHUA Ha NPoBeAeHME SKCMepTU3bl
NIeKapCTBEHHOIO CPEeACTBa, BblAaHHOMO YMoOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMNOIHUTEIbHOM
BAACTU. PyKOBOAMUTE b SKCMEPTHOTO yupexaeHna obecneymBaeT Haanexallee nposeaeHne skcnepTusbl
NleKapCTBEHHbIX CPeACTB B COOTBETCTBMM C 3aAaHWEM, BblAaHHbIM YMNOJHOMOYEHHbIM deaepasnbHbIM
OpraHoOM UCMOJHUTENbHOWN BAACTU, U OpraHM3yeT NOAroTOBKY CBOAHOMO 3aK/0YEeHUA 3TON Komuccuu. B
COCTaB 3TON KOMMCCUM MO PELLEHUIO PYKOBOAMTENA SKCNEPTHOrO yUpeXAeHUA MOTYT BbiTb BK/IIOYEHbI B
KayecTBe 3KCNepToB AnLa, He paboTalolime B AaHHOM 3KCMEePTHOM YUPeXaeHUN, ecin UX cneumanbHble
3HaHMA HeobXxoAMMbl ANA NPOBEAEHMA 3KCNepPTU3bl M TaKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMNEPTHOM yupesKaeHUN.

2. 3KCI'IepTOM Nno NpoBeAeEHUNIO 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeacTB ABAAETCA aTTeCTOBAHHbIN
pa60THMK 9KCNEePTHOro y4ypexaeHua, KOTOprVI MMmeeT BbiCcllee meguLMHCKoe, d)apMaLl,eBTMLIECKOE,
6MOJ'IOI'MLIECKOE, BeTePUHaApHOE Nan XxXmnmmnyeckoe o6pa303aHme M NPOBOAUT SKCNEPTU3Y NIEKAPCTBEHHbIX
cpeAacTts B nopAaaKe NCNosIHEHNA CBOUX AO0NTXKHOCTHbIX obasaHHoOCTEN (p,anee - 3|<cnepT).

3. MNpu1 NpoBeAeHMM IKCNEePTU3bl IEKAPCTBEHHbIX CPEACTB SKCNEePT HE MOXKET HaXOAUTLCA B KaKOM-
NMBO 3aBUCMMOCTM OT NINLLA, HAa3HAUMBLLErO 3Ty 3KCMEepPTU3y, pa3paboTumKa SeKapCcTBEHHOro cpeacTBa
WAN APYTUX 3aMHTEPECOBAHHDbIX B pPe3y/ibTaTax SKCNepTU3bl L,

4. MNpun npoBefeHUM 3KCNEePTU3bl NIEKAPCTBEHHbIX CPeACTB He Aonyckaetca uctpebosaHue
3KCMNepToM Y 3aABUTENN MO0 MHbIX UL, MAaTEPUAIOB, HEOBXOAMMbIX ANA NPOBEAEHUA 3KCcnepTusbl. B
CNly4ae HeAOCTaTOYHOCTM MpeAcTaB/IEHHbIX 3KCNepTy MaTepuanoB B JIMYHbIN KabuHeT 3aasBuTens B
€aUHON rocynapcTBeHHONW MHPOPMALMOHHOW cucTeme B cdepe 34paBOOXpPaHEHMA (Janee - eaAnHas
CUCTEMA) IKCMEPTHbIM YYpPEXKAEHWEM HaMnpaBAfeTca 3anpoc O MNpeacTaB/leHUMUM HeobXoaAUMbIX
MaTepuanos, NOANUCAHHbIN pykoBoauTenem (YnosHOMOYEHHbIM JIMLLOM) 3KCMEPTHOrO yypexaeHus c
NCNo/b30BaHNEM YCUIEHHOM KBAaANOULMPOBAHHOMN 3/1EKTPOHHOM NoANUCH.

(yacTb 4 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.1. 3anBuTenb 06A3aH HaNPaBWUTb B JIMYHbIA KaBWHET 3KCNEPTHOTO Y4YPEKAEHUA B eanHOM
cucTeMe NoAMNMCaHHbIA YCUNEHHOW KBanMULMPOBAHHOM 3/1EKTPOHHOM MOANUCHI0O OTBET Ha 3anpoc
3KCMEPTHOTO YYPENKAEHUA B CPOK, He NPEBbIWAOWMI AeBAHOCTA pPabounx AHeN co AHA NoJyyYeHun
3KCMEPTHbIM yYpeKAeHUEM 3/IEKTPOHHOTO YBEAOM/IEHMA O NOJlyYEHUMN 3aaBUTeIeM 3anpoca. Bpems co
OHA HanpaBNeHUsA 3KCMEPTHbIM YYpEeXKAEHMEeM B JIMYHbIA KabuHeT 3asBuUTenna B eAMHOU cucteme
3anpoca o NpeAcTaBAEHUMN AOMOJHUTE/IbHLIX MAaTePUasoB 40 AHSA HANPaBAeHWA 3aaBUTENIEM B IMYHDBIN
KabMHET 3KCNEepTHOrO YYPEXKAEHUSs B eAMHOW cucTeme OTBeTa Ha 3anpoC He Y4YMTbiBaeTca npu
NCYNCNEHMM CPOKA NPOBEAEHMSA IKCNEPTU3bI JIEKAPCTBEHHOO CPeaCTBa.

(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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4.2. Ecnn 3aaBuTenem B cOOTBETCTBMM € YacTbio 1.1 ctatbm 30 uam YacTbto 2 ctaTbM 34 HacToALWLErO
depepanbHOro 3akoHa NpeacTaB/leHa KOMWA PeLeHUs YNoJIHOMOYEHHOro ¢eaepanbHOro opraHa
NCNO/IHUTENbHOW BNACTU O NPOBeAeHUN dapMaLeBTUYECKOM MHCMEKLMN NPOU3BOACTBA NEKAPCTBEHHbIX
CpeAcTB ANA MeAMUMHCKOrO MPUMEHEHMA Ha COOTBEeTCTBME TpeboBaHWSM MpPaBUA  Hadfexallen
NpPOM3BOACTBEHHON MNPAKTUKU EBPAsMIACKOro 3KOHOMMYECKOro cok3a, 3KCnepTy A0 odopmaeHus
pe3ynbTaTOB 3KCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa MNPeACTABAAETCA KOMMA  3aKAKYeHMsa O
COOTBETCTBMM MNPOU3BOAMTENS NIEKAPCTBEHHbIX CcpeacTB TpeboBaHMAM MPaBUA  Had/exkallemn
NpOn3BOACTBEHHOM NPaKTUKK, BblAaHHOIO YMNOJIHOMOYEHHbIM denepanbHbIM OpraHom
WCMOJIHUTE/IbHOW BAACTW, WMAW KonuAa cepTuduKata COOTBETCTBMA MPOU3BOAUTENSA JIEKAPCTBEHHbIX
CPeAcCTB ANA MeAMUMHCKOTO MPUMEHeHMA TpebOoBaHMAM NpaBua Haa/erkallei npou3BOACTBEHHOM
NpaKTUKM EBpPasmninckoro aKOHOMUYECKOro Coto3a.

(yacTb 4.2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.3. 3asBuTenb 00s3aH HaMNpasBWUTb B JIMYHbIA KAabOMHET 3KCMNEPTHOro Y4YperkAeHWs B eaUHOMU
CUCTEME KOMMUIO 3aK/IIOYEHMA U KOMUIO cepTUdUKATA, YKasaHHbIX B 4acTu 4.2 HaACTOAWLEN CTaTbu, B
CPOK, He npeBbIWAOWMIA CcTa BOCbMUAECATU paboumx AHel Co AHA NOJIYYEHUSA SKCMepTHbIM
yupexxaeHMemM 3/1eKTPOHHOTO YBeAOMAEHUSA O NOyYeHUN 3aaBUTENIEM NOAMMCAHHOTO PyKOBOAMTENEM
(yNnONHOMOYEHHbIM ~ NULOM)  3KCMEPTHOTNO  YYPEXKAEHUA  C  WUCNONb30BaHMEM  YCUNEHHOM
KBanMdUUMPOBAHHOW 3NEKTPOHHON MOoAMNUCK 3anpoca O NpeaocTaB/leHUN AOKYMeHTa. Bpema co aHsA
HanpaB/IeHMA SKCNEPTHbIM yUpeXKAeHMeM 3anpoca B JIMYHbIN KabUHET 3aaBUTENS B €ANHOM cucTeme A0
[OHS HanpaB/ieHUs 3a8BUTEIEM B IMUYHbIN KaBMHET 3KCNEPTHOrO yUYpeXKAeHUsA B eAUHON CUCTEME KOMUn
3aK/IIOYEHUA UM KoMK cepTUdUKaTa, YKa3aHHbIX B 4acTh 4.2 HaCTOALLEN CTaTby, HE YYMUTbIBAETCA NMpwU
NCYMUCNEHMM CPOKA NPOBEAEHNS IKCNEPTU3bI IEKAPCTBEHHOTO CPeaCTBa.

(yacTb 4.3 B pea. PeagepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. DKcrnepT npuv nNpoBeAeHWM MOPYYEHHON €My PYKOBOAMTENIEM 3KCMEPTHOro YyupeskaeHus
3KCMEepTM3bl NEKAPCTBEHHOTO CPeACTBa 0653aH:

1) npoBecty nonHOe WcCNefoBaHWE MPeacTaBNeHHbIX emMy O6bekToB, MaTepuanos, AaTb
060CHOBaHHOE M OBGBLEKTUMBHOE 3aK/loYeHMEe MO MOCTaBAEHHbIM Nepes HUMM BONpOCam  MAM
MOTMBMPOBAHHOE 3aK/OYEHWE O HEBO3MOMKHOCTU MPOBEAEHUA MM 3SKCNEPTM3bl JIEKapCTBEHHOMO
CPeACTBa, ec/iv NOCTaB/AEHHbIE BOMPOCHI BbIXOAAT 3a NpeAe bl CNeuynanbHbiX 3HaHMI aKcnepTa, 06beKTbI
nccnefoBaHUiA U MaTepuansl HENPUrOAHbI UM HeOOCTaTOYHbI A4 NPOBeAeHUA UCCAeA0BaHUIA U 4aum
3aKNOYEHMA NMBO COBPEMEHHbIN YPOBEHb PA3BUTUA HAYKM He MO3BOAAET OTBETUTb Ha NOCTaBAEHHble
BOMPOChI;

2) He pasrnawarb CBeAEeHMA, KOTOPble CTa/IM eMy M3BECTHbl B CBA3W C NPOBeAEHMEM 3KCNepPTU3bI
NIeKapCcTBEHHOTO CPEACTBA, 3 TaK¥Ke CBeAeHWs, COCTaBAAIoWME rocyAapCTBEHHYIO, KOMMEPYECKYIO UK
MHYIO OXPaHAEMYIO 3aKOHOM TaliHy;

3) obecneunTb COXpaHHOCTb NPeaCcTaBAeHHbIX 0OBEKTOB UCCNeL0BaHUIN U MaTepUanos.
6. DKCnepT He BNpase:

1) npoBOAMTb 3KCNEPTU3Y NIEKAPCTBEHHOIO CPEACTBA MO OOpaALLEHNIO HENOCPEACTBEHHO K HEMyY
opraHmMsauni nnm GU3NYECKUX NnL,;

2) CaMOCTOATENIbHO CO6MpaTb maTepunanbl ONA nposeaeHUA 3SKCNEPTU3bl J1EKAPCTBEHHOIO
cpeacrtea,

3) NpPoBOANTb IKCNEPTU3Y NIEKAPCTBEHHOIO CpeacTBa B Ka4yeCTBe HErocy4apCrBeHHOIo 3KCNepTa.

7. B cnyyae HeobxogMMOCTM 3KCMePT BMpaBe XO4AaTalCcTBOBATb Mepes PyKoBoauTenem
3KCMEPTHOrO Y4YpexaeHus O MNpUBAEYEHMM K MNPOBEAEHMIO 3KCMepPTU3bl SIeKapCTBEHHOro CpeacTsa
APYrvX 3KCNepTos.
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8. KarKablil aKcnepT, BXOAALWMI B COCTaB KOMMCCUMM IKCMEPTOB, KOTOPOK MOpyYeHOo nposeneHue
3KCMEePTM3bl NIEKAPCTBEHHOIO CPeAcTBa, HE3aBMCMMO M CAMOCTOATENbHO NPOBOAUT MUCCNEAO0BaHUA,
OUEHMBAET pe3y/ibTaTbl, MOJYYEHHbIE MM JIMYHO U APYrMMM 3IKCNepTamu, n GOPMyAnpYyeT BbIBOAbI
OTHOCWTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CreLmanbHbiX 3HaHMA.

9. PesynbTaTbl 3KCNEPTU3bl NE€KAPCTBEHHOIO CPeAcTBa OGOPMAAIOTCA 3aK/AOYEHMEM KOMWUCCUU
3KCMepToB. B 3aK/AOYEHMM KOMMUCCUM 3KCMEPTOB YKa3blBAOTCA NepedyeHb WUCCAeaoBaHUiA, 06bem
NPOBeAEHHbIX KaXAblM 3KCNEPTOM MUCCNeAO0BaHWA, YCTaHOB/IEHHblE KaXAblM M3 HUX GakTbl U
cAenaHHble B pesynbTaTe WCCAeAO0BaHMIN BblBOAbl. JKCMEPT, MHEHWe KOTOPOro He CoBMagaeTr C
pelleHneM KOMMUCCMM 3KCNEepTOB, BrpasBe BbiPasuMTb CBOE MHEHME B MUCbMeHHOW ¢opme, KoTopoe
NPMOBLLAETCA K 3aKNH0UYEHMIO KOMUCCUMM SKCNEPTOB.

10. 3KCI’leprI, BxogAauwme B COCTaB KOMUCCUKU, npeaynpexaaroTca 06 OTBETCTBEHHOCTU B
COOTBETCTBMN C 3aKOHOAATE/IbCTBOM Poccuiickoi CDe,u,epau,MM 3a fAa4y 3aKnw4eHuAa, cogepraliero
Heob0oCHOBaHHble UK (I)aJ'IbCMd)VILI,MpOBaHHbIe BbliBOAbl, O HEM OHU AAOT NOANMUCKY.

11. OnpeaeneHne ypoBHA NPoPeCcCMOHaNbHOM NOArOTOBKM 3KCMEPTOB U aTTecTauma Ux Ha npaBso
NpoBeAeHUA 3KCMEepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCMEePTHO-KBaMOUKALMOHHbIMK
KOMUCCUAMM B MOPAAKE, YCTaHOB/JEHHOM COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMOJ/IHUTE/IbHOW BNacTu. YpoBeHb NpodeccMoHanbHON MNOATOTOBKM 3KCMNEPTOB MNOA/ENUT
NepecMoTpy YKa3aHHbIMU KOMUCCUAMM HE peXKe Yem OAMH pas B NATb fieT.

12. MpaBuna npoBeAEHUA 3SKCNepTM3bl JIEKAPCTBEHHbIX CPeacTB U OCOBEHHOCTU 3KCNepTU3bl
OTAENbHbIX BWOOB JIEKAPCTBEHHbIX MpenapaToB (pedepeHTHbIX JIEKAPCTBEHHbIX MPenapartos,
BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MNPENApaToB, OMONOIMYECKUX NEKAPCTBEHHbIX MNPENApaTos,
6uoaHanoroBbix (6MOMNOAO6GHbLIX) NEKapCcTBEHHbIX NpenapaTtoB (6uMoaHasoros), romeonaTUYeCcKUX
JIeKAPCTBEHHbIX NPENApPaTOB, JIEKAPCTBEHHbIX PACTUTE/IbHBIX NPENAPATOB, KOMOUHALMIA IEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUI KOMMUCCUMM 3SKCNEPTOB YCTaHAB/AMBAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMNOIHUTENIbHOW BIACTH.

(yacTb 12 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlAtOC: NpuMeyaHme.

Oo 31.12.2025 pna npenapaTtoB, MNPou3BeAeHHbix B P® B uenax wMMnNopro3amelleHus,
YCTQHAB/AMBAETCA PEMM  YCKOPEHHOM npoueaypbl  FOCPerucTpaumMm B COOTBETCTBUM  C
MoctaHoBneHuem lMpasutenoctsa PO ot 12.03.2022 N 353.

Cratba 17. TMogaya M paccMoTpeHUe 3aABNEHUA O T[OCYAapCTBEHHOW perucrpauum
JIeKapCTBEHHOro Npenapara 4NA BeTePUHAPHOro NpMMeHeHuUA

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpuMeyaHme.

MonoxkeHua ct. 17 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBAeHUA roc. YCAyr npu
obpalleHMn NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOrO MPUMEHEHMA MOCPeaCTBOM enMHOro
noptana, npumeHaroTca ¢ 01.01.2026.

1. [Ons rocyaapCTBEHHOM perncTpaumMmM NeKapcTBEHHOro npenapaTta A/1d BeTepuMHApHOro
NpUMeHeHUa pa3paboTyMK TAKOro JeKapCTBEHHOro npenapaTa WAW YNOJHOMOYEHHOEe MM apyroe
topugmyeckoe NMUO (fanee B HACTOALWEN CTaTbe - 3a8BUTE/Ib) HanpaBaseT nocpencTsom deaepanbHOM
rocyAapcTBeHHOM MHPOPMAUMOHHOM cucTembl "EAMHBINA NOPTan rocyaapCTBEHHbIX U MYHULMNAAbHbIX
yenyr (byHkumiA)" (nanee - eauHbIV NOpPTan) B yNONHOMOYEHHbIN deaepasibHblii OpraH UCNOAHUTEIbHOM
BNACTW 3asB/IEHWE O rOCYyAapCTBEHHOM PEernmcTpaumm eKapcTBEHHOro npenaparta 4/ BeTepuMHapHOro
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NPUMeHeHNs, MNoAMNMCaHHOE YCUAEHHON KBanUUUMPOBAHHOM 3N1EKTPOHHOM MNOAMUCbIO, a TaKkKe
OOKYMEHTbI, M3 KOoTopbiXx GOpMUPYETCA PerncTpaumoHHoOe AO0Cbe Ha JIEKapCTBEHHbIA npenapart Ans
BETEPUHAPHOIO NPUMEHEHUA.

(yacTb 1 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. B 3aAB/1IeHNN O rOCYAaPCTBEHHOM pPerncTpaumm 1eKapcTBeHHOro npenapara 41a BeTepuHapHoOro
NPMMEHEHUA YKa3blBatOTCA:

1) HaummeHOBaHMe M agpec 3asBuUTens, paspaboTuMka W MNPOM3BOAUTENS JIEKAPCTBEHHOrO
npenapata Ana BeTEPUHAPHOrO MNPUMEHEHUS W aApec MecTa OCYLLeCTBJAEHMSA TMPOM3BOACTBA
NleKapcTBEHHOrO npenapata A1s BeTepMHAPHOTO MNPUMEHEHUA (B C/lyyae HaAMuMA  HECKOJIbKUX
YYaCTHUKOB NpoLecca NPoM3BOACTBa HEOBXOAMMO YKa3aTb KaxKA0ro U3 HuX);

2) HauMmeHOBaHMe  /IeKapCTBEHHOro npenapata A4A  BETEPUHAPHOTO  MPUMEHEHMUs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMMUYECKoe W  Toprosoe
HaMMeHOoBaHuA);

3) nepeyeHb AEWUCTBYIOWMX WU BCMOMOraTe/ibHbIX BELLECTB, BXOAALLMX B COCTAB JIEKaPCTBEHHOrO
npenapara 418 BeTepnHapHOro NPUMEHEHMA, C YKa3aHMeM KOIMYECTBA KaXKA40ro U3 HUX;

4) nekapcTBeHHaa ¢opma, A03MPOBKa, cnocobbl BBEAEHMA U NPUMEHEHWUSi, CPOK FOAHOCTM
NleKapCcTBEHHOro Npenapara 418 BeTepUHapPHOro NPUMeHeHUs;

5) papmaKoTepaneBTUYeCKas rpynna;

6) He0bX04MMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncTpaLmm ekapcTBeHHOro Npenapara;

7) KONUKU AOKYMEHTOB, NOATBEPKAAIOLMX YNAATy rocyAapCTBEHHON MOLWNHbI:

a) 3a npoBefeHMe 3KCMepTM3bl KayecTBa JIeKapPCTBEHHOIO CPeACcTBa WM 3KCMEepTM3bl OTHOLIEHUA
O’KMOAEMOW MONb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA JIeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOrO NPMMEHEHMA NPU Ero roCy4apCcTBEHHONM perncTpaunm;

6) 3a Bblgauyy perncTpaumnMoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOrO Npenapara;

8) Hanuume cornacua, NPeayCMOTPEHHOrO YacTblo 7 HAcTOAWEW CTaTbM, €C/IM C MOMEHTA
perucTpaunn pedepeHTHOro JieKapcTBEHHOro npenapata ANS BETEPUHAPHOrO NPWMEHEHMA NPOLUIO
MeHee YeM LIeCTb NeT.

(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncrpaumoHHOe A0Chbe B LIeAX SKCMePTU3bl IeKapCTBEHHOrO npenaparta 418 BeTepuHapHoro
npMmMmeHeHUa GoPMUPYETCA U3 CeayIOWMX JOKYMEHTOB N CBEAEHUN:
(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHVA 0 AaTe NpPeAoCTaBlEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UW HA NPOU3BOACTBO
NeKapcTBEHHbIX CPeacTB, MPeaoCTaB/AeHHOW MPOU3BOAMUTENIO PErUCTPUPYEMOrO J1€KAPCTBEHHOMO
npenapara 418 BeTepUHapHOro NPUMEHeHNA, ANA POCCUNCKMX NPOn3BoanUTeENEN;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-03)

2) cBefieHMA O gaTe NpeaoCTaBAEHUs U PEerucTpaLMoOHHOM HOMepe JIMLEH3MU Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPeACTB, MNpPeaoCTaBNEeHHOM npousBoauTento dapmaueBTUYEecKon cybcTaHumm,
BXOASALLEN B COCTAB PErMcTpMpyemMoro JIeKapCTBEHHOro npenapata 411 BEeTePUHAPHOro NpUMEHeHMUs,
O POCCUMCKMX Npou3BoguTene;

(B pea. PepepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-D3)
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2.1) KonuA AOKYMEHTa, BblAAHHOIO YMNO/NHOMOYEHHbIM OPraHOM CTPaHbl MPOW3BOAMTENA ANA
KarKaOW  NpPOU3BOACTBEHHOM MNJIOWAAKM  PErUCTPUPYEMOrO  JIEKAapCTBEHHOrO  MpenapaTa AgAaA
BETEPMHAPHOIrO MPUMEHEHUA U NOATBEPXKAAIOLWEro COOTBETCTBME MNPOU3BOAUTENA JIEKAPCTBEHHOrO
npenapata TpeboBaHMAM NpPaBWA Hag/eKalleld NPoOu3BOACTBEHHOM MPAKTUKM, U ero nepeBos Ha
PYCCKMI A3bIK, 3aBEPEHHbIE B YCTAHOBAIEHHOM MOPALKE, @ TaKKe KOMWUA 3aK/IIOYEHUSA O COOTBETCTBUM
Npou3BOaAUTENA NEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA HaA/eKalleld npou3BOACTBEHHOWN
NPaKTUKNU, BbIAHHOIO YMNOJHOMOYEHHbIM denepanbHbiM OPraHOM WCMOJHUTENbHON BAACTM AAA
Ka)XgolM MpOM3BOACTBEHHOM MAOLWAAKM  PErUCTPUPYEMOrO  JIEKAPCTBEHHOTO  Mpenapata  Anaa
BETEPMHAPHOIO NPUMEHEHMUA, MO0 KONUA peLleHnsa O NPOBEAEHUN NHCNEKTMPOBAHNA NPON3BOANTENA
NIEKapCTBEHHbIX CPEeACTB, MPUHATOrO YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOJAHUTENbHOM
BN1ACTU ONA KaXKA0M NPOU3BOACTBEHHOM MOWAAKM PEFNCTPUPYEMOTO IEKAPCTBEHHOMO NpenapaTta A
BETEPUHAPHOIrO NPMMeEHEHUA. YKa3zaHHble AOKYMEHTbl NPeacTaBAAOTCA B C/lyvyae, ecin Npou3BOACTBO
JIeKapCTBEHHOrO NpenapaTa ocyLwecTBaseTca 3a npeaenamu Poccuinckon Pepepaumu;

(n. 2.1 BBegeH deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) KoOnuAa [OKYMEHTa, BbIAAHHOMO YMNO/JHOMOYEHHbIM OPraHOM CTpaHbl NPOM3BOAMUTENA
dbapmaueBTUYECKO cybcTaHumm " NoATBEP}KAAtOLEro cooTBeTCTBUE npoussoauTens
dbapmaueBTUYECKOM CybCTaHUMW, BXOAAWEW B COCTaB PErMcCTPUPYEMOro JIeKapCTBEHHOro npenapaTa
ANA BETEPUHAPHOIO NPUMeHeHUs, TPeboBaHMAM NPABUA HaZNeXKallel NPON3BOACTBEHHON NPAKTUKM, U
€ro nepesog, Ha PYCCKUIA A3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM NOpAAKe, B C/ly4yae, eCcv NPou3BoACTBO
dbapmaueBTUYECKOM cybCTaHLMKM OCyLLEeCcTBAAETCA 3a Npegenammn Poccuiickoin ®eaepaunm;

(n. 2.2 BBeaeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-93)

3) NpoeKT HOPMAaTMBHOIO [AOKYMEHTa Ha JIeKapCTBEHHbIA npenapat A8 BeTepuHapHOro
NPUMEHeHUs;

4) DOKYMEHT, cogeprKawmii cregyowyo MHbopmaumio o GpapmMaueBTUYECKOM cybCTaHLMU UK
dbapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTaB /IeKapcTBEHHOro npenapaTta A48 BETEPUHAPHOro
NPUMEHEHUA:

a) HamMmeHoBaHMe ddapmaleBTMUECKON cybcTaHUMKW, ee CTPYKTypa, obuwue cBoictBa (npwu
rocygapcTBEHHOM  perucTpaumMm  MMMYHOBMONOTMYECKMX  JIEKApPCTBEHHbIX  NpenapaTtoB  Ans
BETEPUHAPHOrO NMPUMEHEHUS MPeACTaBAAOTCA CBEAEHWA O LITAMMe, BK/OYas ero HaMMeHoBaHue,
MHPOPMaLMIO O MPOUCXOXKAEHUM, €0 CBOMCTBAX, XapaKTEPUCTMKAX U MecTe AemnoHNpoBaHuA);

(B pen,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HaumeHOBaHWe 1 aapec NPoOU3BOANTENS;

B) TEXHON0IMA Npon3sBoacrtea C onnCaHnem CTBFI,I/II?I npon3soAacTea U MeTo40B KOHTPO/1A Ha BCEX
CTaaAnAX Npon3BoacCTBa;

r) uHPopmaumsa o npumecax (He nNpeAcTaBAAETCA MNpPW  FOCYyAAPCTBEHHOM perncrpaumu
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETePMHAPHOIo NpUMeHeHNs);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneundmrKkauma Ha bapmaleBTUYecKyto cybcTaHUMo (He NnpeacTaBaseTca Npu rocyAapCTBEHHOM
perucTpaunmn MMMyHOBMONOrMYECKUX IEKAPCTBEHHbIX NPenapaToB 418 BeTePUHAPHOro NpUMeEHEHMs);
(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) OnncaHmne meToankK KOHTPO/1IA Ka4eCTBa,

) pesynbTaTbl aHanAM3a cepuit papmaueBTUYECKON cybCcTaHuMM (He npeacTaBaAloTca npu
rocyAapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMUYECKMX  IeKAapCTBEHHbIX  Npenapatos  AaA
BETEPUHAPHOrO NPUMEHEHMA);

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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3) nepevyeHb CTaHOapPTHbIX 06p33LI,OB nnn BewecTts, UCNONb3yeMbiX NPUN OCyLLECTBNIEHNN KOHTPONA
Ka4ecCTBa;

M) ONUCaHMe XapaKTepUCTukK n CBOWCTB YNaKOBOYHbIX MaTeEPUAZIOB N YKYNOPOYHbIX CPEACTB;

K) Q[OaHHble O CTabunbHOCTM (He npeacTaBAAlOTCA MNPW  TOCYOAPCTBEHHOM  perncrpaumm
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX NPenapaToB 419 BETEPUHAPHOTO NPUMEHEHMSA);
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

J1) CPOK FOZIHOCTU, YCNOBMA XPaHEHUS;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn YyCKOpeHHOW npoueaype pPerucTpaumm BOCMPOM3BEAEHHOrO MpenapaTa [AonyckaeTca
HenpeAcTaB/eHMEe OMUCAHMA MEeTOAO0B U UX AOKYMEHTA/IbHOro NOATBEPXKAEHUA, NPU MUCbMEHHOM
o0b6s3aTenbCcTBE UX NpPEeacTaBUTb B TeyeHue 12 mecaueB co aAHA peructpauum (MoctaHoBaeHue
MpasuTenbcTea PO ot 12.03.2022 N 353).

5) otyeT O pesynbTatax OOK/JAMHMYECKOro WCCAeA0BaHWA JIeKapCTBEHHOrO CpeacTsa  A/A
BETEPUHAPHOr0 NMPUMEHEHUA, BKAOYAIOLWMIA ONMCaHMe METOA0B Onpeae/ieHNA OCTaTOUHbIX KONYECTB
JEeNCTBYIOLLEro BellecTBa (AeCTBYOWMX BeLlLecTs), AocTuratowero (AocTMralolmx) CUCTEMHOrO
KPOBOTOKa, B MPOAYKLUUU KUBOTHOMO MPOUCXOXKAEHUA MNOCAe MPUMEHEHUA TaKoro NeKapCTBEHHOro
CPe/CcTBa, a TaK}Ke AOKYyMeHTalbHoe NoATBepKAeHMe (Banngauma) yKasaHHbIX MeToa08;

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OTYET O pe3ynbTaTtax KANHUYECKOTO WUCCneagoBaHMA NEKAPCTBEHHOrNoO npenapata A4naAa
BETEPUHAPHOIo NpUMeHeHuA y KaxXa0ro snaa XMBOTHbIX, YKa3aHHbIX B MHCTPYKUWWN NO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) NPOEKT MHCTPYKUMM NO BeTepuHapPHOMY MNPUMEHEHWIO JIEKapCTBEHHOro npenapara,
cofiepxalleit cneayrolme ceeaeHnn:

a) HaMMeHOBaHME  J/IeKapCTBEHHOro npenapaTa 418  BETEPUHAPHOro  MpUMeHeHus
(MexayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMUMMUYECKoe W Toprosoe
HaMMeHOoBaHuA);

6) NNeKapCTBEHHAA d)opma C YKasaHuem HaMMeHOBaHUN W KOAMYECTBEHHOrO COCTaBa
AEVICTBVEOU.I,VIX BeLWecCTB N Ka4eCTBEHHOIO COCTaBa BCMOMOraTe/ibHbIX BELWECTB;

B) OMNncaHme BHeLWHero Bnaa 1eKapCTBEHHOIO NpenapaTta AN1A BETEPUHAPHOIo NpUuMeHeHUA;

r) ¢dapmakoTepaneBTMYECKas TpPynna JIeKapCTBEHHOrO Mpenapata A4s  BeTepUHapHOro
NPUMEHEHMA UK YKa3aHWe "romeonaTUYecKkunii 1eKapCTBEHHbIN npenapat”;

A)  dapmakogMHamuKka M dapMaKOKMHETMKa (33  WcKaoueHvem  papMaKOKMHETUKM
romeonaTUYecKMX /IeKapCTBEHHbIX NPEenapaToB W PacTUTE/IbHbIX /IEKAPCTBEHHbIX Mpenapartos) wau
onuncaHue MMMyHOBMONOTMYECKMX CBOMCTB 1IEKAapCTBEHHOrO Npenapara;

€) NoKasaHuA 4NA NPUMEHEHUS;
) NPOTMBONOKa3aHUA ANA NPUMEHEHWUSA;
3) Mepbl NPEeLOCTOPOKHOCTU NPU NPUMEHEHWUN;

1) yKasaHMe BO3MOMKHOCTU U 0COBEHHOCTEN NPpUMEHEHUA Y BepeMeHHbIX XXUBOTHbIX, Y }KMBOTHbIX
B Mepuroa, naKTauuu, y NOTOMCTBA }UBOTHbIX;
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K) pexXmnm O0o3npoBaHnA, cnocob BBeAEHMA N NPUMEHEHNA, NPU H606XO,CI,MMOCTM BpemAa npuema
NEKAPCTBEHHOIO Npenaparta AaAa BETEPUHAPHOIo NpMeHeHUA, NPo4ONTKNUTENBHOCTb JiIieHEHUA,

N)  BO3MOMKHble NO6GOYHble OENCTBMA, HeKenaTeNlbHble  peakuum npu  NpPUMEHEHUM
NleKapcTBEeHHOro npenapaTa A1 BeTePUHAPHOro NPUMEHeHMS;

M) CMUMNTOMbI Nepeso3npPOBKM, Mepbl MO OKa3aHWI0 MOMOLLM NPU Nepeso3npoBKe;
H) B3aMmoAeMncTBMe C APpYyrMMK NEeKapCTBEHHbIMKW NpenapaTamu 1 (Maun) Kopmamu;
0) popMbI BbINyCKa NE€KAPCTBEHHOTO NpenapaTta 411 BETePUHAPHOTO NPUMEHEHUS;

n) ykasaHue (npu HeobxoaAmmMocTM) ocobeHHOCTel AeNCTBMA NIeKApPCTBEHHOrO npenapata Aans
BETEpPMHaAPHOro NPUMEHEHMA NP NEePBOM NPUEME AN NPU ero OTMEHE;

p) onucaHune (Npn HeobxoaAMMOCTU) AeACTBUIA cneunanmcta B 061acTn BeTepuHapun, BAagensla
KMBOTHOTO NpW MPOMNycKe npuema OAHOW WAW HECKOJIbKMX [A03 JIeKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPUMEHeEHUS;

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK TogHOCTU W YKa3aHune Ha 3anpetr npumMmeHeHUA /NeKapCTBEHHOro npenaparta AnA
BETEPUHAPHOro NpMMeHeHNA No UCTEYEHNN CPOKa roAHOCTU;

T) YCNOBUA XpaHeHUs;

y) yKasaHue Ha HeoBXOAMMOCTb XpaHeHWs /IeKapCTBEHHOro rnpenapata A48 BeTepuMHapHOro
NPUMMeHeHUsa B MeCTax, HeZOCTYMHbIX A1A AeTei;

¢) ykasaHue (npu HeoHXOAMMOCTW) CheumanbHbIX Mep NPEeLOCTOPOXKHOCTU MPU YHUUTONKEHUU
Hencno/ib30BaHHbIX IEKAPCTBEHHbIX NPENapaTos 417 BETEPUHAPHOIO MPUMEHEHUS;

X) CPOKN BO3MOXKHOIO NCNOob30BaHMA NpoayKUUN XUBOTHOIO NPOUCXOKAEHNA NOCne BBeaAEeHUA
XKNBOTHOMY /1IEKAPCTBEHHOIO NpenapaTta 414 BETEPUHAPHOIO NPUMEHEHWNA;

L) YCNOBMA OTNYCKa;

4) HaMMeHOBaHWA W ajpeca NPOU3BOACTBEHHbLIX MIOWAAOK NPOU3BOAWUTENS IEKAPCTBEHHOIO
npenapaTa 414 BeTePUHAPHOrO NPUMEHEHUSA;

W) HaMmeHOBaHWe, agpec OpraHM3auMu, YMNoJHOMOYEHHOW JepxaTenem WAW BAageNbLem
PerucTpaLmoHHOrO  Y/AOCTOBEPEHUA JIEKAapCTBEHHOro Mpenapata Ha NPUHATME MNpPeTeH3uin oT
notpeburens;

8) NpoeKTbl MaKeToB MEePBMYHON YNAKOBKM M BTOPUYHOW YNaKOBKM JIEKapCTBEHHOro npenapaTa
ONA BETEPMHAPHOIO NPUMEHEHNS;

9) cneaylowme cBeaeHMA 0 N€KapCTBEHHOM Mpenapare 418 BeTepUHapHOro NpUMeHeHus:
a) onu1caHue 1 CoCTaB NIEKAPCTBEHHOTO NpenapaTa 411 BETepPUHAPHOTO NPUMEHEHUS;
6) onncaHne dpapmaL,eBTUYECKOM Pa3paboTKu;

B) onuMcaHue npouecca NpoM3BOACTBA M €ro KOHTPOAA, NOANMCaHHOe B NopaAKe, YCTaHOBAEHHOM
B COOTBETCTBMM C 4acTbio 1 HacToAlen cTaTby;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHMe KOHTPONA KPUTUYECKMX CTaguii MPOM3BOACTBA M MPOMENKYTOYHOW MPOAYKUMMK,
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noanucaHHoe B NopAAKe, yCTaHOBAEHHOM B COOTBETCTBUM C YacTbio 1 HacToALen cTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMmeHoOBaHMA M aapeca pa3paboTumka, Aep)KaTena WAW BAageNblUa PerMcTpaumoHHoOro
YAOCTOBEPEHUA  JIEKAPCTBEHHOro npenapaTta, MNPOM3BOACTBEHHbIX MJOWAA0K  NpOM3BOAUTENA
JIeKapCTBEHHOMO NpenapaTa A BETEPUHAPHOTO MPUMEHEHMUA C YKa3aHWEM CTagui TEXHOIOrMYECKOTO
npoLecca, OCyLLeCTBAAEMbIX Ha NPOM3BOACTBEHHbIX MNAOLWAAKAX MPOU3BOAMTENA JIEKApCTBEHHOrO
npenapara A1 BeTePUHAPHOTO NPUMEHEHUS;

(B peq,. PepepanbHbix 3akoHOB 0T 13.07.2015 N 241-93, o1 02.08.2019 N 297-93)

e) dapmaLeBTMYECKan COBMECTUMOCTb;
) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;
3) maTepuanbHbiit 6anaHc 4NA NPOM3BOACTBA CEPUMN TOTOBOTO NPOAYKTa;

1) onucaHne xapakTepuUCcTUK 1 CBOMCTB YNaKoBOYHbIX MaTEPUAN0B U YKYNMOPOUHbIX CPeACTB;

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncrtpaumMm NO YCKOPEHHOM Mpoueaype [AOMYCKaeTca HenpeacTtaBieHe [OOKYMEHTOB,
npegycmoTpeHHbix nn. "K" n. 9 4. 3 ct. 17, nNpu ycnoBuMM NUCbMEHHOTO 0653aTeNbCTBA WX
npefocTaBuTb B TedyeHWe 12 mecAues co AHA pernctpaumm (MoctaHosneHue Mpasutenbctea PO ot

12.03.2022 N 353).

K) AOKYMeHTanbHoe noATBeprKaeHue (Banaaums) NnpoLeccoB 1 (Mn) NX OLEHKa;

Nn) TpeboBaHMA K KayecTBy BCMNOMOraTe/ibHbIX Bellect8 (cepTuduKkat, cneunduKauma Ha
BCMOMOraTe/ibHble BellecTsa 1 ux obocHoBaHue);

KoHcynbTaHTlAOC: NpumeyaHue.

Mpn perncrtpaumMm nNO YCKOPEHHOM Mpoueaype AOMyCKaeTca HenpeacTtaBieHMe [OOKYMEHTOB,
npeaycMmoTpeHHbix nn. "m" n. 9 4. 3 cr. 17, Npyu ycnoBMMU MNUCbMEHHOTO 06A3aTenbCcTBa WX
npefocTaBuTb B TedyeHne 12 mecAues co AHA pernctpaumm (MoctaHosneHue Mpasutenbctea PO ot

12.03.2022 N 353).

M) dHaIUTU4eCKne MmeTognKn, wucnosblyemble MNpn OCyWECTBIEHNMN KOHTPOA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

KoHcynbTaHTlAOC: NpuMmeYaHue.

Mpun pernctpaumMm nNO YCKOPEHHOM npouesype [AOMNYCKaeTcA HenpeacTaBieHne [AOKYMEHTOB,
npegycmoTpeHHbix nn. "H" n. 9 4. 3 ct. 17, nNpu ycnoBMM NUCbMEHHOTO 06£A3aTeNbCTBA WX
npenocTaBuTb B TedeHne 12 mecaues co AHs peructpauum (MoctaHosneHue lMpasButensctea PP ot

12.03.2022 N 353).

H) AOKYMeHTa/ibHOE noareepxaeHue (Banmp,aum) dHAINTUHECKUX METOAUK, UCNOJ1b3yeMbIX NpPU
OCyLLeCTB/IEHNN KOHTPO/IA Ka4eCTBa BCMOMOTIaTe/IbHbIX BELLECTB,

O) VIHd)OpmaLI,VIH 06 MCcnoab30BaHUM BCMOMOTraTeNbHbIX Belw,ects 4yenoseyeCKoro m XmMBOTHOIo
NMPOUCXOXKAEHNA;

n) ytpatun cuny. - PegepanbHblii 3akoH ot 02.08.2019 N 297-93;
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p) TpeboBaHWMA K KauyecTBy /NeKapCTBEHHOTO MnpenapaTta A/1d BETEePUHAPHOro NpPUMEHEHMUS
(cepTnduKaT, cneundmKauma Ha NEKAPCTBEHHbIN NpenapaT U nx 06oCHOBaHUE);

C) aHanUTMYecKMe MEeTOAMKM, WCMOoNb3yeMble MNPU  OCYWECTBNIEHUM KOHTPONA KayecTBa
NleKapcTBeHHOro npenapaTa ANA BEeTEPUHAPHOrO NPUMEHEHUS;

KoHcynbTaHTIAOC: NpUMeYaHue.

Mpy peructpaumm no YCKOPEHHOW npoueaype AOOMYyCKAeTca HenpeacTaBneHWe [AOKYMEHTOB,
npegycMmoTpeHHbix nn. "t n. 9 4y. 3 cr. 17, Npu ycnoBUMM NUCbMEHHOrO 0653aTeNbCTBA UX
npegocTaBuTb B TeyeHne 12 mecAueB co AHA peructpaumm (MoctaHoBneHue Mpasutensctea PO ot

12.03.2022 N 353).

T) AOKYMeHTa/lIbHOE noarBepXaeHune (BaJ'IMLI,aLI,MFI) dHA/IUTUYECKNUX METOAOUK, UCMNOJIb3yeEMbIX NpuU
OCyLWLEeCTBNIEHNN KOHTPO/IA Ka4eCTBa /IEKAPCTBEHHOIO NpenapaTta AN1A BETEPUHAPHOIoO NpUMEHEHUA;

y) AOKYMEHT, MOATBEPXAAIOWMNIA KauecTBO JIeKapCTBEHHOro npenapaTta TPex MPOMbILLIEHHbIX
cepuii (MPOTOKON aHanMsa uAM cepTUdUKaT aHaiM3a), odHa Cepus KOTOPOro [OJKHA COoBMnafaTth C
cepvei o6pasLa NeKapcTBEHHOro npenapara, NoJaHHOro Ha PerncTpaLmio;

&) XxapaKTepucTMka npumecen;

X) nepeyvyeHb CTaHAAPTHbIX 06pa3LI,OB, MCNON1b3yeMbIX MPU OCyWECTBNEHUN KOHTPONA Ka4decCTBa
NNEKAPCTBEHHOIO Npenaparta An1Aa BETEPUHAPHOIo NpMeHeHuA,;

KoHcynbTaHTlAtOC: NpuMeyaHme.

Mpu yckopeHHONM npoueaype perncrTpauMmM BOCMPOM3BEAEHHOrO npenapaTta AonycKaeTcs
HenpeacTaBAeHNEe CBeAEHWI, npeaycMoTpeHHbix nn. "u" n. 9 4u. 3 ct. 17, Npu NUCbMEHHOM
0b6s3aTeNbCTBE MX MPEAoCTaBUTb B TedeHue 12 mecsaueB co AHA peructpaumm (MocTtaHoBneHue

MpaBuTtenbcTea PO ot 12.03.2022 N 353).

L) AaHHble 0 CTabUbHOCTU IEKaPCTBEHHOTO NpenapaTta 4/19 BeTepUHAPHOro NpUMeEHeHUs;

10) Konua [OOKYMeHTa, codeprKalero MHPopmMauuio O Hanuumm uam ob OTcyTCTBMM baKTOB
perncTpauumn nekapcTBEHHOro npenaparta 418 BeTepUHapPHOro npumeHeHuns 3a npegenamm Poccuiickoi
depepauny;

11) cornacme B nUcbmeHHON dopme, NpeaycCMOTPEHHOE YacTbio 7 HACTOALLEN CTaTbM, B C/yyae
perncTpauumn BoCNpom3BeaeHHOro IeKapcTBEHHOro npenapaTa;
(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEHTA Ha PYCCKOM f3blke, 3aBEPEHHOr0 B YCTAaHOB/JIEHHOM MOpsAKe U
NOATBEPKAAIOLWLEr0 NPAaBOMOYHOCTb 3asB/NEHUA O TFOCYLAPCTBEHHOM PErucTpauymn eKapCTBEHHOTO
npenapara 4/1a BeTepnHapHOro NpUmeHeHns (40BEPEHHOCTD);

KoHcynbTaHTlAOC: NpumeyaHue.

Oo 31.12.2030 poOCCUMMCKMM NPOU3BOAMTENAM pPa3pelleHo He npeacTaBAATb CBEAEHMA B
cootBeTcTBMM € M. 13 4. 3 c1. 17 nNpu perncTpaumm MMMYHOBMONOTMYECKUX NEeKAPCTBEHHbIX
npenapatos (MoctaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

13) cBeAeHMA O TrOCYAAapPCTBEHHOW pPerucTpaumm reHHO-MHKeHepHO-MoANPULMPOBAHHbIX
OpPraHM3MoB, MpeAHa3HaYeHHbIX AN BbINyCKa B OKpy)Kalowyt cpedy (Mpu  rocyaapcTBeHHoM
pPernucTpauum NeKapcTBEHHbIX MPenapaToB AN BETEPUHAPHOrO MPUMEHEHUS, MOJYYEHHbIX C
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NPUMEHEHNEM  TF€HHO-UHXEHEePHO-MOANPULMPOBAHHbBIX OPraHM3MOB WM  COAEpPrKallMX TaKue
OpraHu3mbl).
(n. 13 BBegeH dDeaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. Mpn npoBeAeHUM YCKOPEHHOM MpoLeaypbl 3KCNepTM3bl JIEKAapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHMA (32 MCKAOYEHMEM JIeKapCTBEHHOro MnpenapaTta ANA BeTepUHapHOro
NPUMEeHeHUA, YKa3aHHOro B YacTu 4.1 HacToAwen cTaTby) B LEeNAxX ero rocyaapCcTBEHHOW perncrpaymm
BMECTO OTYeTa pa3paboTumKa o0 pesyabTaTax AOKAMHUYECKOTO UCCAe0BaHUA 1IEKapCTBEHHOIO CpeacTBa
0N BETEPMHAPHOro MPUMEHEHMA MOMKET ObiTb npeacTasneH 0630p Hay4yHbIX PaboT O pesynbTartax
OOKNMHUYECKOro wuccnefoBaHna pedepeHTHOro JIeKApPCTBEHHOrO npenapata AAAa BeTepUHAPHOro
NPUMEHEHMA, @ BMECTO OTYETA O pe3y/bTaTaX KAMHMYECKOrO UCCNef0BaHMA IEKapCTBEHHOMO NpenapaTa
ONA  BETEPMHAPHOrO MNPUMEHEHMA OTYET O pesynbTaTax WccaefoBaHUMA  BGUO3KBMBANEHTHOCTU
BOCMNPOU3BEAEHHOIO IEKAPCTBEHHOIO NpenapaTa A1A BETEPUHAPHOIO NPUMEHEHUA.

(8 pea. PepepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 28.04.2023 N 171-3)

4.1. Npu npoBeAeHUU YCKOPEHHOW nNpoueaypbl SKCMepTU3bl NEeKAapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPUMEHEHMUA, NPeAHa3HAYEHHOro ANA IeYEHUA AOMALLHUX }KUBOTHbIX, ONpeae/ieHHbIX
depnepanbHbiM 3aKoHOM OT 27 pAekabpa 2018 roga N 498-d3 "O6 oTBeTcTBEHHOM O6palleHMU ¢
YKMBOTHBIMUW U O BHECEHUN U3MEHEHMI B OTAE/IbHbIE 3aKOHOAATEbHbIE aKTbl Poccuitckoit Pepepaunn”,
N 3aperucTpMpoBaHHOrO B KayecTBe JIeKapCTBEHHOro npenaparta Aaa MeAMUMHCKOro NPUMEHeHus, B
LeNsX ero rocy4apCcTBeHHOM pPerncTpaLmMm BMecTo oT4eTa pa3paboTymKka o pesynbTaTax A4OKJIMHUYECKOTO
nccnenoBaHNA N1eKapCTBEHHOTO CPeACcTBa A1 BETEPUHAPHOTO NPUMEHEHMA MOTYT BbITb NpeaCcTaBAEHbI
pe3ynbTaTbl AOKAMHUYECKOTO WCC/Nef0BaHUA COOTBETCTBYIOLLErO JIEKapCTBEHHOTO CpeacTsa  Ana
MEAMUMHCKOTO MPUMEHEHUs, a BMECTO OT4YeTa O pesyabTaTax KAWHWYECKOro MCCiefoBaHUs
JIeKapCTBEHHOro npenapaTta 415 BeTEPUHAPHOTro NPUMEHEHUs - 0630p Hay4yHbIX PaboT O pesysbTaTax
KJMHUYECKUX UCCNeL0BaHUI NIeKapCTBEHHOro npenaparta Ana MeaUUMHCKOTO NPUMEHEHUS Ha BMAaX
YKMBOTHbIX, KOTOPbIM NMpegHa3HavYaeTca nccaeayemblii NeKapCcTBEHHbIN Npenapar.

(yacTtb 4.1 BBegeHa depepanbHbim 3aKoHOM OT 28.04.2023 N 171-93)

5. Ha 3KcnepTusy pasnuuyHbiXx NeKapCTBEHHbIX GOPM OAHOrO M TOrO KE /eKapCTBEHHOro
npenapata ANnA BETEPUHAPHOrO MNPUMEHEHWUA 3aABUTENb MNPEeACTABAAET OTAe/ibHble 3afABAEHUA U
perncTpaunoHHble A0Cbe Ha KaxKayto IeKapCTBeHHY0 popmy. Mpu ycioBUM 0A4HOBPEMEHHOW NOAAYN Ha
3KCNEePTU3Yy OAHOM JieKapcTBEHHOW GOPMbl C Pas3IMYHbIMU A03UPOBKOM, KOHUEHTpauuein, obbemom
3anBUTE/Ib NpeacTaBAAeT OAHO 3asB/EHWE U PErUCTPaLMOHHOE A0Cbe C MNPUNOXKEHUEM MaAKeToB
NnepBMUYHOKN YNAaKOBKMU U BTOPUYHOM YNaKoBKKU. Ha makeTax nepBMUYHOM YNaKOBKU N BTOPUUYHOM YNAKOBKK
YKa3blBalOTCA BCE NMPOU3BOAMMbBIE A03UMPOBKM, KOHLUEHTPALUUK, 06beMbl M KOJIMYECTBO [03 B YNaKOBKe
JIeKapCTBEHHOrO NpenapaTa 4/18 BeTEPMHAPHOro NpUMeHeHus.

(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B ciyyae HenpeacTaBieHUs C 3asB/IeHNEM O TOCYAAPCTBEHHOW PerucTpaLumn JIeKapcTBEHHOTO
npenaparta ANs BETEPUHAPHOTO NPUMEHEHWUA AOKYMEHTOB, MOATBEPKAAIOLWMX YNAATY rocyAapCTBEHHOM
MOLUJIMHbI M YKA3aHHbIX B NMYHKTE 7 4acTW 2 HaCTOAWEWN CTaTbMl, CBEAEHUIA O JINLLEH3UAX, YKA3aHHbIX B
nyHkTax 1 M 2 yacTM 3 HacToAlWweWl CTaTbM, a TaKXKe BblAaBaemblX (NpeaocTaBAsembliX)
YNOAHOMOYEHHbIMN deaepanbHbIMM OpraHamn WCNONHWUTENbHOW BAACTM AOKYMEHTOB (cBegeHuit),
YKasaHHbIX B MNyHKTe 2.1 yacTm 3 HacToAuWlel cTaTbW, YNOSHOMOYEHHbIN deaepanbHblit opraH
MCMONHUTENbHOW  BNAacTU  3anpallMBaeT  YKasaHHble  AOKYMeHTbl  (cBeaeHua) B nopagke
MeKBeA0MCTBEHHOIO MHPOPMALMOHHOIO B3aMMOAENCTBMA.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcA MCMONb30BaHME B KOMMEPYECKUX Uenax uHGopmaumMmM o pesynbTaTax
AOKNMHUYECKMX UCCNeA0BaHNIA NEeKAaPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNeA0BaHUIN eKapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOro NPUMEHEeHWs, NpeacTaBAeHHON 3asBUTENEM A/1A TOCYAapCTBEHHOM
pernucTpauum NeKkapcTBeHHbIX npenapatosB, 6e3 ero cornacMas B TeyeHMe LWecTu neT C  Aatbl
rocyAapCTBeHHOM pernctpaunm pedpepeHTHOro ieKapcTBEHHOro npenapaTa B Poccuiickoli degepaumm.
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8. OepkaTenb nnun Bnagenew, perucTpaLmMoHHOro yaoCTOBEPEHNA NEKAPCTBEHHOrO Npenapara gns
BETEPUHAPHOIo NPUMEHEHUA NPEeACTaBAAET B YNOJHOMOYEHHbIN defepasnbHbli OpraH UCNONHUTENbHOM
B/1ACTW OTYEeT Mo pe3ysbTatam GpapmakoHag30pa OAUH Pas B WECTb MeCALEB B Te4eHMe AByX JIeT nocne
rocygapcTBEHHOW perncTpauMmM nekapcTBeHHoro npenapata B Poccuiickoin degepauumn, 3atem
exxerogHo B Te4eHue nocseayrowmnx Tpex 1etT n 8 p,aanei/’lmeM O4UH pPa3 B TPU roaa.

(yacTb 8 BBeaeHa PegepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

CrtaTtba 18. YTpatuna cuny c 1 ceHTabpa 2024 roga. - PegepanbHblii 3aKkoH ot 30.01.2024 N 1-03.

KoHcynbTaHTIAOC: npuMmeYaHue.

MonokeHua ct. 19 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeoCTaBieHUA roc. YCayr npu
06palleHMM NEeKapCTBEHHbIX CPeACTB ANA MeAMUMHCKOrO U BETEPUMHAPHOro MNpUMEHeHUA
nocpeacTBoM eAMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatoTca ¢ 01.01.2026.

Cratba 19. MpuUHATME peLueHUA O BbiAaye SKCNepTHOMY yupeXKaeHUI0 3a4aHnA Ha NpoBedeHue
3KCNepTM3bl JIEKAPCTBEHHOTO CPeACTBa

(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHune gecatn paboumnx aHeN co AHA NPUHATUA 3a8BEHUA O FOCYAapPCTBEHHOW perncTpaymm
JIeKapCTBEHHOrO MpenapaTa WMAM 3asBAEHWA O MPM3HAHWWM NIeKapCTBEHHOro npenapata opdaHHbIM
JNIEKAPCTBEHHbIM  MPEnapaTtom  COOTBETCTBYIOWNIM  YNOJIHOMOYEHHbIA  defepanbHbiit  opraH
NCNONHWUTENbHOM BAACTM NPOBOANUT MNPOBEPKY MOAHOTbI, 4OCTOBEPHOCTU U NPaBUIbHOCTU 0POpPMAEHUA
npeacTaBAeHHbIX AOKYMEHTOB PerMcTpauMoHHOro AoCbe Ha JIeKapCTBeHHbIM npenapaTt U NpuMHUMMaeT
pelleHuMe o Bblaaye 3ag4aHuA Ha NpoBeAeHMe:

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) aKcnepTU3bl AOKYMEHTOB, NPeACTaBAEHHbIX 414 onpeseneHns BO3MOMXKHOCTM PacCMaTpuBaTb
JIeKapCTBEHHbIM MpenapaT 418 MeAULMHCKOIO NPUMEHEHMA B KayecTBe OppaHHOro JIeKapCTBEHHOMO
npenapara;

(B pen,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpumedaHme.
C 01.01.2026 n. 2 4. 1 c1. 19 yTpaumusaet cuny (®3 ot 30.01.2024 N 1-$3).

2) IKCNEPTU3bl NEKAPCTBEHHOIO Cpeacrea B YaCTW 3KCNEPTU3bl KadeCTBa JIEKAPCTBEHHOIO
cpeactea M 3KCNepTu3dbl OTHOLWEHUA ommp,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NpUMeHeHUA
NNeKapCTBEHHOrO nNpenapaTta Ana megnumHCKOro npunmeHeHua,

3) 9KCNEPTU3bl NEKapCTBEHHOINo cCpeacrtrea B YaCTU 3KCNEPTU3bl KayeCTBa JIeKapCTBEHHOIO
cpeactea M 3KCNepTusbl OTHOWEHUA O)KMAaEMOl\;I No/Ib3bl K BO3MOXHOMY PUCKY NpuUMeHeHUA
NEKapCTBEHHOIo npenaparta Onaa MegnumnHCKoOro npMmMmeHeHuAa B nopAake YCKOpeHHOVI npoueaypbl
9KCNEPTU3bl 1IEKAPCTBEHHDbIX CPeacTB B COOTBETCTBUU CO cTaTbel 26 HacToAlwero (Dep,epaanoro 3adKOHa,;

4) 9KCNEepPTnU3bl NEKApPCTBEHHOIoO cCpeacrBsa B OTHOWEHWUUM NEKAPCTBEHHOrNO npenaparta A4gnaAa
BETEPUHAPHOIo NpUMEHEHUA.

2. YnonHomoueHHbI depepanbHbli OpraH WMCMOAHUTENbHON BAACTM HAMNPaBAAET B JINYHbIN
KabMHEeT 3KCNepTHOro yypexaeHns B e4NHOM cucTeme NoArnnucaHHoOe YCUNEHHON KBanupuLUmMpoBaHHOM
3NEKTPOHHOM MOAMMUCHIO 3aZaHMe Ha NPOBeLeHUE IKCNEPTU3, NPeayCMOTPEHHbIX YacTbio 1 HacToAweNn
CTaTbM, B JIMYHbIN KabuHeT 3aABMTEeNs B eAUMHOM cucTeme - MNOAMWCAHHOE  YCUAEHHOM
KBaMPUUMPOBAHHOM 3NEKTPOHHOM NOANUCHIO YBEAOMIEHME O MPUHATOM PELLUEHUN O Bblgaye 3a4aHun


https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&dst=100048
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100109
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100110
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100374
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100112
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100113
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100114

42

Ha NpoBeAeHMe 3KCNepTM3, NPeayCMOTPEHHbIX YacTblo 1 HacToALWelM cTaTbu, U B Clyd4ae HeobxoanMmocTu
O Bblgaye paspelweHns Ha BBO3 B Pocculickyio ®Pegepaumio KOHKPETHOM MapTun, cepuu
3aPErncTPUPOBaHHbIX U (MN) HEe3aperncTpMpoBaHHbLIX NEKAPCTBEHHbIX CpPeacTB MAM 06 OTKase B
NpoBeAEeHNMN TaKMUX SIKCMEPTM3 C YKAa3aHMEM NMPUUYNH OTKa3a.

(yacTb 2 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cnyyae BbIABAEHUS OTCYTCTBUS MU HeAOCTOBEPHOCTM MHOOPMaLMK, codeprKallencs B
NpeacTaB/eHHbIX 3aABUTENIEM AOKYMEHTaX, YNOJHOMOYEHHbIN deaepanbHblii opraH UCMNOJIHUTE/IbHOM
B/IaCTW HanpaBAAET 3aABUTENO NOCPEeACTBOM eAMHOro nopTana UAW B €ro JIMYHbIA KabuHeT B eguHOM
cucteme 3anpoc 06 yTOYHEHWM 3TON MHOOPMaLUKM, NOANMUCAHHBIA YCUAEHHOM KBa/MPULMPOBAHHOM
3NEKTPOHHOM nognucblo (ganee - 3aNpoc ynosHOMoYeHHoro denepanbHOro opraHa MCNOAHUTEIbHOM
B/1acTy).

(yacTb 3 B peq,. PeapepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. 3asABuTenb 06f3aH HanpaBUTb MNOCPEACTBOM €AMHOro MnopTana B YNOJHOMOYEHHbIN
desepanbHblit  OpraH MWCMNONHUTENIbHOM BAacTM WAM B JIMYHBLIA  KAaBWHET YMNOo/JIHOMOYEHHOTO
desepanbHOro opraHa WCNONAHUTENbHOW BAAacTU B eAMHOW CUCTEME MOAMNUCAHHbIA YCUIEHHOM
KBanMOUUMPOBAHHOW 3N1EKTPOHHOM NOAMUCHLI0 OTBET Ha 3anpoc YMNOJIHOMOYEHHOro denepanbHOro
OopraHa WCMNOMIHUTENIbHOW BNACTM B CPOK, HE MNpPEeBbIWAWNIA AeBAHOCTAa paboumx AHel co AHA
NnoJiydeHMa YNoSHOMOYEHHbIM ¢deaepanbHbiM  OPraHOM MUCMONHUTENIbHOW  BAACTU  3/IEKTPOHHOTO
YyBEOOM/IEHUA O MOJIYYEHMM 3aABUTENIEM AaHHOro 3anpoca. CpoK, yYKasaHHbIM B Yyactu 1 HacToslei
CTaTbM, MPUOCTAHAB/IMBAETCA CO AHA Hanpas/eHMA NOCPeACTBOM eAMHOro nopTtasa MAUM B JINYHbIN
KabuHeT 3asBuUTeNa B eAMHOM CcuUcTeme 3anpoca YNoJIHOMOYEeHHoro <¢deaepasibHOro opraHa
MCMNOJIHUTENbHOM BAACTM A0 AHA HanpasBiAeHWa 3asBUTE/IeM MOCPeACTBOM eAuHOro noptana Wau B
JINYHBIN KaBUHET YNONHOMOYEHHOro peaepanbHOro opraHa UCNOIHUTENIbHOW B/1IACTU B €4MHOMN cucTteme
oTBeTa.

(yacTtb 4 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHMEM ANA OTKas3a B OpraHM3aLMu IKCNepTu3, NPesycMOTPEHHbIX YacTbio 1 HacToALwel
cTaTbW, ABNAETCA NpeAcCTaBleHMEe HeobXoAMMbIX ANA NpPOoBeAeHUA NpPeayCMOTPEHHbIX 3KCNepTus
AOKYMEHTOB B HEMOJIHOM 06bEME UM HENPEACTAB/EHNE 3aABUTEIEM B YCTAHOB/IEHHbI CPOK OTBETA Ha
3anpoc ynoAHOMOYEHHOTO ¢eaepanbHOro opraHa MCNOMHUTENbHOM BAACTW, a TaKXKe NpeAacTaB/ieHue
AOKYMEHTOB, HE COAEPKALLMX UCYEPMbIBAIOLLErO NepeyHn HeobXoAMMbIX CBEAEHUN.

6. MNpun OTKase B OpraHM3aLUUK 3KCNEepTM3bl, NPeayCMOTPEHHON NyHKTOM 4 4yacTu 1 HacToAwwen
CTaTbM, AOKYMEHTbI, BXOAALLME B COCTAaB PErmcTpPaLMOHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaT Ans
BETEPUHAPHOIO MNPUMEHeHUA, MOryT ObiTb BO3BpallleHbl 3aABUTENO0 HAa OCHOBAHWUM €ro 3anpoca,
NOAMNWCAaHHOTO  YCUAEHHOW KBaAUOULMPOBAHHOM 3NEKTPOHHOM MNOAMWUCHIO UM HaMpPaBAEHHOro
nocpeacTBOM eAMHONO NOPTaNa B YNOJHOMOYEHHDBIM dpefepanbHblii OpraH UCNOAHUTEIbHON BAACTU UK
JINYHBIA  KabWHET yYNOAHOMOYEHHOro defepanbHOro opraHa MWCNOAHWUTENBHOW BAACTU B €AUHOWN
cucteme, B TedyeHue TpUALATM paboumx AHEeN co AHA MPUHATUA YNOJHOMOYEHHbIM deaepasbHbIM
OpPraHOM WCMONHUTENbHOW BAacTM peweHMAa 06 OTKase B OpraHM3auum TaKOW  3KCNepTuUsbl.
YNONHOMOYEHHbIN denepanbHblii OpraH UCMONHUTENBHOM BAACTM BO3BPALLAET 3aABUTE/NIO0 YKa3aHHbIe
OOKYMEHTbI B TeYEHME AeCATU pabounx AHel co AHA NoyYeHUs COOTBETCTBYIOLLErO 3aMpOCa 3asBUTENA.
(yacTb 6 BBEeaeHa PenepanbHbim 3akoHom oT 02.08.2019 N 297-d3; B pen. PeaepanbHOro 3akoHa oT
30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpuMeyaHme.

MonoxkeHua ct. 20 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpesoCTaBieHMA roc. YCayr npu
00palleHUM NeKapCTBEHHbIX CPeACTB ANA MEAMUMHCKOTO MNPUMEHEHMA MNOCpPenCcTBOM  efAUHOM
cuctembl, npumeHatotca ¢ 01.01.2026.

Cratba 20. JKcnepTusa AOKYMEHTOB, NpPeACTaBAEHHbIX ANA onpeaeneHna BO3MOXHOCTU
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paccmaTpuBaTbh JIeKapCcTBEHHbIW NpenapaT A8 MeAULMHCKOTO NPUMEHEHUA B KadecTBe opdaHHOro
JIeKapCTBEHHOro Npenapara

(B peq. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. Mpoueaypa onpeaeneHNa BO3MOMKHOCTM pPACcCMaTPMBaTb JIEKAPCTBEHHbIM npenapat Aas
MeAMLMHCKOro NpMMeHEHNA B KayecTBe opdaHHOro IeKapCTBEHHOrO nNpenapaTta MOXKeT NPOoBOAMUTLCA
KaK B OTHOLUEHWMM JIEKapCTBEHHOro npenapaTa, 3aperMcTpupoBaHHOrO B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM NGO B COOTBETCTBMM C aKTamu, cocTasnsalowmmu npaso Coto3a, Tak U B
OTHOLUEHMM  HEe3apPerucTpUpoBaHHOIO  NEKAapCTBEHHOrO Mpenaparta. JKCMepTusa  AOKYMEHTOB,
npeacTaBNeHHbIX AN OnpefesieHUs BO3MOMKHOCTM pPaccMaTpuBaTb JIeKapCTBEHHbIM npenapaTt Aans
MeAMLMHCKOrO MpMMeHeHMss B KayectBe Op¢aHHOro /IeKapCTBEHHOro mnpenapaTta, COCTaB/eHue
KOMMCCMEN 3KCMNepTOB 3aK/OYeHWA O BO3MOMHOCTM WMAM  HEBO3MOXHOCTM  paccmaTpuBaTb
NIeKapCTBEHHbIN NpenapaTt AN8 MeAMUMHCKOro NpUMeHeHUs B KadecTBe opdaHHOro NeKapCTBEHHOro
npenapata W HanpasBAeHWEe B JIMYHbIK KabuHeT yNoAHOMOYEHHOro deaepanbHOro opraHa
NCNONHUTENbHOM BNAacTU B eANHON cUCTeME AaHHOrO 3aKAloHYeHUA B GopmMe SN1EeKTPOHHOIO AOKYMEHTa,
NoAMNMCaHHOIO YCUNEHHOM KBaNMOULMPOBAHHOMN 3N1EKTPOHHOM NOAMNMCHIO, OCYLLECTBAAIOTCA B CPOK, He
npesblllaloWmMii TpuauaTM pabounx AOHel cO AHA HanpaBAeHUs B JIMYHbIN KabBUHET 3KCnepTHOro
yupexKaeHus B eAUHON cucteme 3agaHuA yNnosHOMOYEHHoOro dpeaepanbHOro opraHa UCNOAHUTENbHON
BNACTU U CNeayolnX JOKYMEHTOB U CBeeHUIA:

1) 3aABNeHMe 0 NPM3HAHWUM NEeKapCTBEHHOro npenapaTa opdaHHbIM 1IeKaPCTBEHHbIM NPenapaTom,
cocTaB/ieHHoe o popme, YyTBEPKAEHHOW YNONHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJIHUTENbHOM
B/1aCTW, NOAMUCAHHOE YCUAEHHOW KBaANUUMPOBAHHOWM 3/IEKTPOHHOM MOAMMUCLIO YNOJIHOMOYEHHOTO
npeacTaBUTeNs IOPUANYECKOTo ML, AEeNCTBYIOWEro B COBCTBEHHbIX MHTEpecax UM YNOJHOMOYEHHOTO
NpeACcTaBAATb UHTEPECH! APYroro PUANYECKOro MLa;

2) KOMWA [OKYMEHTA Ha PYCCKOM A3blKe, 3aBEPEHHOro B YCTaHOBJAEHHOM MopAdKe U
NOATBEPKAAlOWEro NPaBOMOYHOCTb 3aABUTENA NOLABaTb 3anABJeHME O NPWU3HAHMM fIeKapCTBEHHOMO
npenapata opdaHHbIM IeKapcTBEHHbIM NpenapaTom (Npu HeobxoanmocTw);

3) obocHoBaHMe opdaHHOCTM 3ab0seBaHUS, HE OTHECEHHOro B COOTBETCTBUM ¢ PeaepanbHbIM
3aKoHOM OT 21 Hosbpa 2011 roga N 323-d3 "O6 ocHOBax oxpaHbl 340POBbA rpaxaaH B Poccuiickom
depepaunn" K peakum (opdaHHbIM) 3aboneBaHWsam, B TOM uucae noapobHas uHbopmaums o
OMArHoOCTMKe, NPOodUNAKTUKE UAN NeYEHUN TaKoro 3abo1eBaHus;

4) yTBEpXKAOEHHAA WHCTPYKLUMA NO MeAMUMHCKOMY NPUMEHEHWMI0 /IeKapcTBEHHOro npenapara,
3aperucTpupoBaHHOrO B COOTBETCTBMM C Hactoswmm dPepepanbHbiM  3aKOHOM, WAM  obuian
XapaKTEPUCTUKA JIEKAPCTBEHHOrO MpenapaTta, 3aperncTPMpPoOBaHHOIO B COOTBETCTBUM C  aKTamu,
cocTasasowmmm npaso Cotosa (Mpu Hannumm);

5) MHCTPYKUMA NO MEAULMHCKOMY NMPUMEHEHMIO WM KPaTKas XapaKTePUCTMKA JIeKapCTBEHHOTO
npenapara, yTBepKAEeHHbIe B CTpaHe Npou3BoamMTena (Mpu Hanmumm);

6) KOMMM OOKYMEHTOB, 3aBEpPEeHHbIX B YCTAHOB/JEHHOM MOpPAAKE W noATBep:KAatowmx GaKkT
perncTpauum NekapcTBEHHOro npenapaTa B WMHOCTPaHHbIX rOCyAapcTBax B KayectBe opdaHHOro
NleKapcTBeHHOTro npenapaTa (Mpu HannMumm);

7) NPOEKT XapaKTEePUCTUKN HEe3aperMcTpupoBaHHOrO IEKaPCTBEHHOMO NpenapaTa, CoAepKallero
clegylowmMe MWHUMANbHble CBEAEHWA O He3aperncTpMpoBaHHOM JIEKApPCTBEHHOM nNpenapaTe
(monyckaeTcs npeacTaBneHWE TMPOEKTa XapaKTEePUCTUKU HE3aperncTpMpoBaHHOIO JIEKAPCTBEHHOMO
npenaparta, COCTaB/I€HHOrO B COOTBETCTBUM C AOCTYMHbIMU AAHHLIMW MO NPOBEAEHHBIM KNAMHUYECKUM
nccNefoBaHUAM JIEKApPCTBEHHOTO MpenapaTta M AOKAMHWYECKMM WCCNeL0BaHWUAM JIeKapCTBEHHOMO
CPeacTBa Ha MOMEHT NOoAauM 3aAB/JEHUA O MPUM3HAHUKM JIEKAPCTBEHHOro mnpenapata op¢aHHbIM
NleKapCcTBEHHbIM NpenapaTom):
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a) HanmeHOoBaHWE NEeKapCTBEHHOIO npenapaTta (Memp,yHapo,u,Hoe HenaTeHToBaHHOEe, Wn
rpynnmnpoBoYHOE, NN XMuMn4eCKoe U Toprosoe HaMMeHOBaHMﬂ);

6) NNeKapCTBeEHHAA d)op!v\a C YKasaHunem HaMMEHOBaHMM W KOJIMYECTBEHHONO COCTaBa
,El,el‘/JICTByI-OLLI,VIX BelwectB U Ka4eCTBEHHOro COoCTaBa BCMNoOMOraTe/ibHbIX BeLlecTB (an HGO6XOLI,VIMOCTVI
KO/IN4eCTBEHHOIO COCTaBa BCNOMOraTe/ibHbIX BeU.I,eCTB),'

B) dapmakoguHamMMKa U GapMaKOKUHETHKa;
r) NokasaHusa Ana NpUMeHeHus;
A1) NPOTMBONOKA3aHMA ANA NPUMEHEHMUS;

€) BO3MOMXHble MOOOYHbIE [AENCTBMA W  HexenaTeslbHble peakuuMm npu  NpPpUMEHEHUM
JIEKapCTBEHHOrO npenapara aasa MeauuMHCKOro NPUMEHEHMUS;

) HaMMeHOBaHMA W agpeca MPOM3BOACTBEHHbIX MNJIOLWAA0K MPOU3BOAMUTENSA JIEKAPCTBEHHOrO
npenapara;

3) ceegeHua o pa3paboTuMKe JIeKapCTBEHHOrO CpeacTBa (aepkatene perncrpauyoHHOro
yaocToBepeHns);

8) cBeaeHMAa 0 TeKywem cTatyce pas3paboTKM He3aperncTpupoBaHHOMO JIeKapCTBEHHOIO
npenapara, a TaKKe NnaH ero paspaboTky;

9) o0630pbl AOKAMHUYECKMX WCCAeA0BaHWUA  /IEKAPCTBEHHbIX CPEACTB M KAMHUYECKMX
NccneaoBaHUA He3aperMcTpUMpoBaHHOrO JIeKapCTBEHHOrO npenapata, AOCTyMHble Ha AeHb nogayu
3anAB/1eHNA;

10) oTyeTbl O NPOBEAEHHbIX AOKAMHUYECKMX WCCNEeAO0BaHUAX JfIeKapCTBEHHOro CcpeacTsa U
KANHUYECKUX MCCNeloBaHMAX HE3aperncTpMpPoBaHHOTO IeKapCTBEHHOro npenapara (Mpy Hanuumm);

11) peKBM3UTbI SOKYMEHTa, NOATBEPKAAIOLLErO YNNATY rocyAapCTBEHHOM NOLWANHBI.

2. B cnyyae HepoCTaTOYHOCTM NPEACTaB/IeHHbIX MaTepPManoB B LENAX NPoBeAEeHUs 3KCNepTU3bl
ANA  onpefeseHns BO3MOMKHOCTM PACcCMATPMBaTb JIEKAPCTBEHHbLIM nNpenapaT A8 MeAWULLMHCKOro
NPMMeEHEHWA B KauecTBe opdaHHOIo JIeKapCTBEHHOIO MNpernapaTa 3KCNepTHOE yupeRaeHne Hanpasaset
B /IMYHBIN KabUHET 3asBUTENA B €4MHON CUCTEME 3anpocC O NPeaCcTaBIeHUN HeobX0AMMbIX MaTepunasos,
MOAMMCAaHHbIA  pykoBoauTenem  (YNnoJIHOMOYEHHbIM  JIMLUOM)  SKCMEPTHOTO  YYpPEesKAeHua C
MCMO/NIb30BaHNEM YCW/IEHHOW KBa/MOUUMPOBAHHOW 3/IeKTPOHHOW nognucu. 3assuTenb o06A3aH
HanpaBuUTb B IMYHbINA KabBWHET SKCMEPTHOTO yYpeKAEHUA B EANUHON CUCTEME MOANUCAHHBIN YCUIEHHOM
KBA/IMOUUMPOBAHHOW 3/N1EKTPOHHOM NOAMUCBIO OTBET Ha 3anpoc B CPOK, He MpPeBbllatounii
wecTmaecAT™M pabounmx pgHeW Cco  AHA  TMOJIyYEeHWA IKCMEPTHbIM  YYPEeRAEHUEM 3NEKTPOHHOro
yBELOM/IEHNA O MOJIyYeHUU 3asBuTesem 3anpoca. Cpok, yKasaHHbIA B 4YacT 1 HacToslei cTaTbw,
NPUOCTAHAB/AMBAETCA CO AHS HaMNpaB/JEHUs 3asABUTE/I0 B €ro JIMYHbIA KabWHET B eAWHOMN cucTeme
3anpoca 3KCMepTHOro YUYPesKAeHUA A0 AHA HaNpaB/ieHUA 3aABUTENEM B JINYHbIN KabUHET 3KCnepTHOro
YUPEXKAEHUA B eMHOW cuCTeme OTBETa Ha 3anpoC M He Y4YMTbIBAeTCA MPU UCYMCNEHMM CPOKa
NpoBeAeHMUA  3KCNepTU3bl  AOKYMEHTOB, MpeACTaB/AeHHbIX A48 onpedeneHus  BO3MOXKHOCTU
paccMmaTpuBaTh NEKAPCTBEHHbIM MpenapaTt ANs MeAMUMHCKOTO MPUMEHEHUA B KadecTBe opdaHHOro
NleKapcTBEHHOro npenapara.

3. B cpoK, He npesblWwaowmini NatM pabounx AHeM CO AHA HaNpPaBAEHMA B /IMYHbLINA KabuHeT
YNONIHOMOYEHHOrO deaepasbHOro opraHa MCNOAHUTENIbHON BNACTU B €AMHOM CUCTEME 3aK/H0YEeHMUs,
YKa3aHHOro B 4actM 1 HacToAwen cTaTbW, YNOJHOMOYEHHbIA denepanbHbli OpraH UCMOAHUTEIbHOM
BNACTU OCYLLECTBAAET OLEHKY 3aK/NOYeHMA ANA onpefeneHua ero COOTBETCTBMA 334aHUI0 Ha
npoBeAeHMEe 3KCNEPTM3bl U HANPABAAET B IMYHbIN KAOUHET 3aABUTENA B €4MHOM cUCTEME NOANMUCAHHOE
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YCUIEHHOWN KBaMULMPOBAHHOM 3/1EKTPOHHOW NOAMUCHIO YBEAOM/IEHNE O pe3y/ibTaTax NpoBeAeHHOM
3KCMEPTMU3bI C NPUNONKEHNEM KOMUM IKCMEPTHOTO 3aK/IOYEHMUSA (C COXPaHEHUEM KOHOUAEHLLMANBbHOCTU
MHPOPMaLMKN O COCTaBE KOMWCCUM 3KCMEPTOB) M BO3MOXKHOCTM MM HEBO3MOMKHOCTM pPaccMaTpuBaTtb
NeKapcTBeHHbIM npenapaT ANs MeAMUMHCKOro NpMMeHeHus B KadyecTBe opdaHHOro NeKapCTBEHHOro
npenapara.

Cratba 21. YTpaTtuna cuny c 1 ceHTabpa 2024 ropa. - PegepanbHbiii 3akoH o1 30.01.2024 N 1-P3.

Cratbsa 22. YTpatuna cuny c 1 uions 2015 roga. - PeaepanbHbiii 3aKoH o1 22.12.2014 N 429-93.

KoHcynbTaHTlAOC: NprMeYyaHme.

MonoskeHua cT. 23 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpenoCTaBieHUA roc. YCayr npu
00paLLEHUM NIEKAPCTBEHHbIX CPEeACTB AA MEAMUMHCKOTO MPUMEHEHUA MOoCpencTBOM  eAUHOM
cuctembl, npumeHatotca ¢ 01.01.2026.

Cratba 23. JKcnepTv3a KauyecTBa JIEKapCTBEHHOrO CPeACTBa M 3KCNEepTU3a OTHOLIEHUA
0XMAaemo nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NeKapCTBeHHOro npenaparta And
MeAULUHCKOro NPUMeEHeHUsA

(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 9KcnepTU3a KayecTBa IEKAPCTBEHHOTO CPEeACTBA U SKCMEPTN3A OTHOLLEHMUSA OXKMUAAEMOW NOJb3bl
K BO3MOXHOMY PMUCKY MNPUMEHEHMA J/IeKapCTBEHHOro npenaparta Ana MeAUUMHCKOro NpUMEHEHWUs,
COCTaB/IEHWE KOMWUCCUAMM 3IKCMEPTOB 3aK/IOYEHWA NOo pesy/nbTaTamM MPOBEAEHHbIX 3KCNepTus wu
Hanpae/ieHMe 3TUX 3aKJYEHWUI, NOANMCAHHbIX YCUAEHHbIMU KBAMOUUMPOBAHHBIMK 31EKTPOHHbIMU
NOAMMCAMMU, B NINYHbIA KabuHET ynonHomoueHHoro peaepanbHOro opraHa MCNoHUTENbHOW BAacTK B
eANHOW CUCTEME OCYLLECTBAAIOTCA B CPOK, He MpPEeBbIWAlOWMA CTa AecATM pabounx AHel co AHA
HanpaBAEHUA B JINYHbLIA KabBWHET 3KCNepTHOro y4yperKaeHWa B eAMHOM CUCTEME COOTBETCTBYIOLLErO
3aflaHnA  yNo/sHOMOYeHHoro ¢eaepanbHoro opraHa WCMOAHWUTENBHOW BNAacTM U HEOBXOAMMbIX
AOKYMEHTOB.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlAtOC: NpuMmeyaHme.

Mo 3aasneHuto, nogaHHomy B MuH3gpas Poccun o 11.04.2022, npn HEBO3MOXKHOCTU NPOBEeAEHUA
9KCMepTM3bl KayecTBa /IEKAPCTBEHHbIX CPeACTB B ISKCMEPTHOM Y4ypexAeHuW, [O0MycKaeTca ee
npoBeseHMe MOCPEeACTBOM AUCTAaHLMOHHOIO B3aMMOAENCTBMA, MOPAAOK M GOpPMbl KOTOPOTO
onpeaenstoTcs 3KCMepTHbIM Yy4YpeXKAeHMEeM MO COrlacoBaHuto ¢ 3aaBuTenamu (MoctaHoBneHUe
Mpasutensctea PP ot 05.04.2022 N 593).

2. B TeyeHue aeBAHOCTA AHEN CO AHA MOAYYEHMA YNOJHOMOYEHHbIM deaepasibHbIM OpraHoOM
WCMONHUTENLHOM BAacTU YBEAOM/IEHUA B 3/IEKTPOHHOW Gopme O MosydyeHUM 3aaBUTENEeM PeLleHna o
npoBeAeHUM SKCNepTU3, NPeayCMOTPEHHbIX YacTbio 1 HacToAllen cTaTbu, 3aaBUTENb NPeACTaBAsfeT B
3KCMnepTHoe yyperkaeHne Ana NpoBeAeHUs SKCNepTU3bl KavecTBa /ieKapCTBEHHOro cpeactsa obpasupl
JIeKapCcTBEHHOro npenapaTta A1 MeAULUMHCKOro MpUMEHeHUA, MPOoU3BeleHHOr0 B COOTBETCTBUU C
TpeboBaHMAMM OMbITHO-MPOMBILLINEHHOTO U (MAM) MPOMbBILLJIEHHOTO PEerfiaMeHTOB, YTBEepPMKAEHHbIX
pyKoBOAMUTENEM MNPOU3BOAUTENA NEKAPCTBEHHbIX CPeACTB, a TaKKe B COOTBETCTBYIOWMX CAy4vanx
ob6pasubl ¢dapmaLeBTUYECKOW CybCTaHUMU, TecT-WTaMMa MUKPOOPraHM3MOB, KyNbTypbl K/ETOK,
06pa3sLbl BeWecTB, NPUMMEHAEMbIX 419 KOHTPO/IA KayecTBa IeKapCTBEHHOro CpeAcTBa NyTeM CpaBHEHUA
C HUMM UCCNeayeMOro NeKapCTBEHHOro cpeacTea, crneuuduyeckue peareHTtbl, Heobxoaumble ANnA
nposeAeHUa UCNbITaHUIM 06pa3LOB NEeKapPCTBEHHbIX NPenapaTos, B KoAMYyecTBax, HeobxoAumbIX Ans
BOCMNPOM3BEAEHMA METOA0B KOHTPOA KayecTsa.

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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3. Mpu nonyyeHnn ob6pasuoB NEKAapCTBEHHOrO npenapata u dapmauesTUYecKol cybcTaHumm
3KCMNEepPTHOE yypeXKAeHNEe HanpaBaseT B JIMYHbIA KaOUHET 3aaBUTENS B €ANHOMN cUCTEME YBe4OMIEHNE,
noATBep:KaatoLLee Nosly4eHne yKasaHHbIX 06pasLos.

(yacTb 3 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. YKasaHHbI B 4aCTW 2 HacCToALLEN CTaTbM CPOK ANA npeacTaBaeHuA 3asBuTesem obpasuos
JIeKapCcTBEHHOro npenapata M ¢apmaueBTUYECcKOM CybCTaHUMW He BK/OYAETCA B CPOK MpoBeAeHuA
3KCNepTns, NPeayCMOTPEHHbIX YacTblo 1 HacToALLEN CTaTbu.

(yacTb 4 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. YTpatnn cuny. - PepepanbHolit 3akoH ot 30.01.2024 N 1-P3.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxeHusa ct1. 24 (B pea. ®3 o1 30.01.2024 N 1-d3), Kacatowmeca NpeoCcTaBAEHUs roc. YCAyr npu
obpallLeHMnN NeKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOFO MPUMEHEHMA MOoCPeaCcTBOM enMHOro
noptana, npumeHsatotca ¢ 01.01.2026.

Cratba 24. JKcnepTu3a KayecTBa JIeKAPCTBEHHOrO CcpeAacTBa M  JKCNepTM3a OTHOLIEHUA
OXXMAAEMOlM nonb3bl K BO3MOXXHOMY PUCKY NPUMEHEHMA JNIeKapCTBEHHOro npenapata Anas
BeTepUHApPHOro NpUMeHeHuUsA

1. 3KcnepTn3a KayecTBa IEKAPCTBEHHOIO CPeACTBa U IKCNEPTM3a OTHOLIEHUA OXUAAEMON MNONb3bl
K BO3MOXHOMY PUCKY MPUMEHEHWUS JIEKAapCTBEHHOrO npenapaTta A1a BETEPUHAPHOIO MPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM 3SKCMNEPTOB 3aK/IOYEHMI MO pe3y/NbTaTaM  YKa3aHHbIX 3KCNepTU3 U
HanpaBAeHME TaKUX 3aKAOYEHUN B INEKTPOHHON dopme B YMNOJIHOMOYEHHbIN penepanbHbIM opraH
NCMNOJIHUTENbHOM BIACTU OCYLLECTBAAIOTCA B CPOK, HE NPEBLILAIOLWMIA CTa AecATM pabounx gHel co AHA
NOMly4eHMA IKCMEPTHbIM YyyYpeXAeHMEeM B 3/1EeKTPOHHOM ¢GopMe 3a4aHuA  YNOJHOMOYEHHOTIO
denepanbHOro opraHa MCNOJHUTENIbHOW BNACTU C AOKYMEHTAMM, YKa3aHHbIMW B 4acTu 3 cTatbu 17
HacToAwero ®enepanbHOro 3aKOHa.
(B pen,. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-$3, o1 30.01.2024 N 1-$3)

2. B TeuyeHue TpuauaTM pabouyux gHen co AHA MOMYYEHMA YMNOJHOMOYEHHbIM deaepasbHbIM
OpPraHOM MCMONHUTENIbHON BAACTM YBELOMIEHWA B 3/IEKTPOHHON GOpme O MOJIlyYeHUW 3asBUTEIEM
peleHns 0 NPOBEAEHUN YKa3aHHbIX B YacTW 1 HaCTOALLEM CTaTbM IKCNEepPTU3 3aABUTEb NPEACTABAAET B
3KCMEPTHOE yypeXKAeHWe ANs NPOBELEHUA IKCMepTU3bl KAYecTBa JIEKAPCTBEHHOIO cpeacTBa 06pasLibl
NleKapcTBEHHOrO npenapaTta A1 BETEPUMHAPHOrO NPUMEHEHWA, MPOU3BEAEHHOr0 B COOTBETCTBUM C
TPpeboBaHMAMMN TEXHONOTMYECKUX PEr1aMeHTOB, YTBEP)KAEHHbIX PyKoBoAUTENEM MPOM3BOAUTENSA
NeKapCTBEHHbIX CPeACTB, a TaKKe B COOTBETCTBYIOWMX C/y4asxX TecT-lTamMmbl MWUKPOOPraHW3MOB,
KY/ZIbTypbl KAETOK, 06pasupl papmaueBTUYecKon cybcTaHumMm, 06pasLbl BELLeCTB, NPUMeHAemble ANSA
KOHTPOAA KayecTBa /NIEKAapCTBEHHOMO CPeacTBa, B KO/MYECTBaxX, HEOBX0AMMbIX ANA BOCNpou3BeAeHUA
MEeTOA0B KOHTPOAA KayecTsa.

(8 pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-93, o1 30.01.2024 N 1-93)

3. Mpu nonyyeHnn o6pasuUOB NEeKapCTBEHHOro npenapata M dapmaueBTUYecKolr cybcTaHumm
3KCMepTHOE yyperkaeHne B AeHb NoayyeHua obpasLoB HanpaB/aseT B 3N1EKTPOHHON dpopme 3aaBUTENIO
yBe4OMNAEHWe, NOATBEPKAAIOLLEE NOyYEeHME YKa3aHHbIX 06pasyoB.

(yacTb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. YKasaHHbI/ B 4aCTM 2 HacToAWEWN CTaTbM CPOK 4/1A MNpeacTaB/ieHus 3asBuTesem obpasuos
NleKapcTBEHHOTO npenapata M papmaueBTUYECKON CybCTaHLMM He BKAHOYAETCA B CPOK NpoBeseHun
3KCMepTM3, NPeayCMOTPEHHbIX YacTbio 1 HacToALen cTaTbu.

(yacTb 4 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. Y1patnn cuny. - PepepanbHolit 3akoH ot 30.01.2024 N 1-P3.
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CratbAa 25. loBTOpHOE NpoBeaeHMe IKCNEepPTU3bl IEKAPCTBEHHbIX CPeCTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx HeLOCTaTOYHOM 06OCHOBAHHOCTM MM HEMOJTHOTbI 3aK/I0YEHNS KOMUCCUM SKCMEPTOB,
HaAnMuMA B HEM MPOTMBOPEYMBLIX AAHHbIX, PanbCUPUKALMM BbIBOAOB IKCMEPTM3bl JIEKAPCTBEHHOIO
CPeACTBa, COKPbITUA OT YNoJIHOMOYEHHOro pesepanbHOro opraHa UCNONHUTENIbHOW BAACTU OCHOBaHMIA
ONA OTBOAA 3KcnepTa BCAEACTBME €ro 3aMHTEPECOBAHHOCTM B pe3y/ibTaTax COOTBETCTBYOLLEN
3KCMepTU3bl, HaAMYMA [aHHbIX O nNpsAMOM /MBGO KOCBEHHOM BMeLIATeNbCTBE B Mpouecc
COOTBETCTBYIOLLEN 3KCMEPTU3bl JINL, HE Y4YacCTBYIOWMX B €e NMPOBEAEHMM, HO OKas3aBLUMX BAMSHME Ha
npoLuecc n pesynbTaTbl ee NpoBeAeHUsn, YNOAHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMO/THUTENbHOM
BN1ACTM HAa3HAYaeTCs NOBTOPHAA SKCNEpPTU3a JIEKAPCTBEHHOIO CPeacTBa U (MIM) STUYECKan IKCNepTUsa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHua ct. 25 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCcTaBieHUA roc. YCayr npu
00paLLEHUM /IEKAPCTBEHHbIX CPeacTB ANA  MeAMLMHCKOrO W BETEPUHAPHOro MpPUMEHEHUSA
nocpeacTBoOM eAuMHOM CUCTEMbI U (MNK) eauHOro noptana, npumeHsatotca ¢ 01.01.2026.

2. MoBTOpHaA 3KcnepTU3a NEeKAaPCTBEHHOIO CPEeACTBA NMPOBOAMUTCA C YY4ETOM Pe3ynbTaTOB paHee
NpoBeAEeHHOM 3KCMepTU3bl B CPOK, YCTAHOBAEHHbIN YNOJHOMOYEHHbIM GeaepanbHbIM OpPraHom
NCNOJIHUTENbHOM BNACTU U HE NPEBbLILWAOWMA TPMALATU paboumnx AHEN CO AHA NONYYEHMA SKCNEPTHbLIM
yupexgeHmem B IMYHOM KabuHeTe B e4MHOM CUCTEME 334aHUA Ha NpoBeAeHMe NOBTOPHOMN 3KCNepTU3bI
NIeKapCTBEHHOIO CpeacTBa, NOAMNUCAHHOIO YCUIEHHON KBaNMOULIMPOBAHHOM 31EKTPOHHON NOAMNUCHIO.
(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 30.01.2024 N 1-03)

3. ®uHaHcoBOe obecneyeHne BbINOJAHEHUS 33[aHUS Ha MPOBEAEHME MOBTOPHOW 3KCMEepTU3bI
NleKapCcTBEHHOIO CPEeACTBA HE OCYLLLECTBAAETCA.
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAtOC: NpuMmeyaHme.
C 01.01.2026 cT. 26 He pacnpoOCTPaHAETCA Ha MPAaBOOTHOLIEHMA, BO3HMKaloLMe npu obpalleHun
JIeKapCTBEHHbIX CPEACTB AN MeAULMHCKOro npumeHeHusa (©3 ot 30.01.2024 N 1-03).

CraTtba 26. YCKOpeHHasa npoueaypa SKCnepTusbl IeKapCcTBEHHbIX CpeacTs

1. YcKopeHHaa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB B LUENAX rocyAapCTBEHHOM
perncTpaunm JIeKapCTBEHHbIX MNpPenapaToB MNPUMEHAETCA B OTHOWEHWM OpPdaHHbIX NEeKapCTBEHHbIX
npenapaTos, NepPBbIX TPEX NEKAPCTBEHHbIX NPENapaToB, perncTtpupyembix B Poccuiickon ®eaepaumm B
KayecTBe BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX MPEenapaTtoB, O4epeaHOCTb KOTOPbIX onpeaenserca B
COOTBETCTBMM C HOMEPOM UM [OaTOM BXOAAWMX 3aABEHUM O [OCYAapCTBEHHOM perucTpauum
NIEKAPCTBEHHbIX NPEnapaTtoB B pPamMKax OAHOIM0 MeXAYHAapOoAHOro HenaTeHTOBAaHHOrO HaMMeHOBaHMA
NIeKapCTBEHHOrO npenapaTa WKW FPYNNMPOBOYHOIO HAMMEHOBAHWA /IEKAPCTBEHHOrO npenapaTa,
NIeKApPCTBEHHbIX MNPENnapaTtoB [A/A BETEPUMHAPHOIO MNPUMEHEHUA, NpeAHa3Ha4yeHHbIX ANA Ne4vYeHuA
OOMaLLUHKNX }KUBOTHbIX, onpeaeneHHbix PegepanbHbim 3aKkoHOM OT 27 aekabpa 2018 roga N 498-93 "06
OTBETCTBEHHOM O6pPaLLEHUN C KMBOTHBIMU U O BHECEHUM U3MEHEHUN B OTAE/bHblE 3aKOHOAATE/IbHbIE
aKTbl Poccuiickont ®eaepauunmn”, 1 3apercTpUpPoBaHHbIX B KayecTBe JIeKAPCTBEHHbIX NpenapaTos A/s
MeAMUMHCKOrO NPMMEHEHUA, U NEeKAPCTBEHHbIX NMPEenapaToB, NpeaHA3HAYeHHbIX UCKAOYUTENbHO AN
NPMMEHEHNA HECOBEPLUEHHONIETHUMM TPAXKLAHAMMN.

(B peq. ®epepanbHbix 3aKkoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-$3, ot 28.04.2023 N 171-
®3)
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2. YCKOpeHHaa mnpoueaypa 3KCNepTM3bl JIeKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBeHHOM
perncTpaummn NeKapcTBEHHbIX NPEnapaToB He NPUMEHAETCA B OTHOLUEHUW:

1) 6uoaHanorosbix (6MoONoA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB (3a MCKAOYeHMEeM OpdaHHbIX JIeKAPCTBEHHbIX
npenapartos);

KoHcynbTaHTlAOC: NprMeYyaHme.

o 31.12.2025 poCCUMACKMM MNPOM3BOAUTENAM JIEKAPCTBEHHbIX MPENapaToB AaA BETEPUHAPHOrO
NPUMEHEHMA paspeLleHo NoAaBaTb PErMCTPALLMOHHOE A0Chbe MO YCKOPEeHHOW npoueaype 6e3 yyeta
TpeboBaHMl N. 3 4. 2 cT. 26 (MocTaHoBneHue Mpasutenbctea PP ot 12.03.2022 N 353).

3) BOCMpPOM3BEAEHHbIX /NIEeKAPCTBEHHbIX MPEenapaToB (3a UCKAOYEHMEM MeEpBbIX Tpex
pernctpupyemolx B Poccuitckoih Pepepaumm B KayecTBe BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX
NnpenapaTtoB W JIEKApPCTBEHHbIX MPENapaToB, MNpeAHa3HaAYeHHbIX WCKAYUTENIbHO A1A NPUMEHEHUA
HECOBEPLUEHHONETHUMM FPaXKAaHAMM, a TaKXKe JIeKapCTBEHHbIX MPenapaTos, NpeAHa3HA4YeHHbIX AN
NleyeHna AOMALLHMX KMUBOTHbIX, onpeaeneHHblx PesepanbHbiM 3aKOHOM OT 27 gekabpa 2018 roga N
498-®3 "O6 OTBETCTBEHHOM OOpPaLWEHUM C KUBOTHBIMU U O BHECEHUM WU3IMEHEHUN B OTAENbHble
3aKOHOZaTesibHble aKTbl Poccuitckon Pegepauymn”, 1 3aperncTpmpoBaHHbIX B KAYECTBE JIEKAPCTBEHHbIX
npenapartoB A58 MeAULMHCKOTO NPUMEHEHUS);

(8 pea. PenepanbHoro 3akoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMBWMHALMIA 3aPErMCTPUPOBAHHBIX PaHEE 1eKAaPCTBEHHbIX MPENapaTos;

5) NekapcTBeHHbIX NpPenapaToB, 3apPermcTPUPOBAHHbLIX PaHee, HO MPOU3BEAEHHbIX B APYrux
NeKapcTBeHHbIX popmax B COOTBETCTBMMU C NEPEYHEM HAMMEHOBAHMUI NEKaPCTBEHHbIX GOPM 1 B HOBOM
[03NPOBKE;

6) NeKapcTBeHHbIX NpenapaToB 41 MeAULMHCKOrO NPUMEHEHUA, TOCYAapCTBEHHAA pernctpaums
KOTOPbIX OTMEHEHa, NPU UX PErUCTPaLMN B KauyeCTBe JIeKAPCTBEHHbIX NPENapaToB 1A BETEPUHAPHOIO
NPUMEHEHMUA.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM OT 28.04.2023 N 171-93)
(yacTtb 2 B pea. PepepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. YckopeHHaa npoueaypa 3KCNepTU3bl NEKAPCTBEHHbIX CPeACTB MPOBOAMTCA MO pPeLUeHUIo
COOTBETCTBYIOLLEFO YNONHOMOYEHHOIO $deaepasibHOro opraHa MCNOJIHUTENbHOM BAACTM HA OCHOBAHWUM
3anB/IeHMA 3a8BUTENSA B CPOK, HE NPEBbLILAILWMA BOCbMUAECATU pabounx aHel. MNpu 3Tom aKcnepTUsa
OOKYMEHTOB, COAEepPKaLLUXCA B PErMcTPaLUMOHHOM A0Cbe Ha NeKapCTBEHHbIM npenapaT, NPoBOAUTCA B
CPOK, He MpeBblWaoWnin gecatn pabounx AHeRn, sKCnepTM3a KavyecTBa JIEKAPCTBEHHOro cpeacTBa M
3KCNepTn3a OTHOLIEHUA OXMAAEMOWN MNO/b3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUA NEeKapCTBEHHOrO
npenapaTta NPoOBOAATCA B CPOK, HE NPEBbILWAOLWMIA LIECTUAECATU PAaboUnX AHEN.

(yacTtb 3 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3.1. YTpaTtun cuny. - PegepanbHbiii 3akoH oT 30.01.2024 N 1-$3.

4. YcKOpeHHasa npoueaypa 3KCNepTu3bl NEKApPCTBEHHbIX CpeacTB MNPOBOAUTCA B MOPAAKE,
yCTaHOBAEHHOM cTaTbamn 17, 19, 20, 23 n 24 Hactoawero PenepanbHOro 3aKoHa, U HE O3Havaer
CHUXeHMA TpeboBaHMit K 6e3onacHOCTU, KayecTBy U 3PPEKTUBHOCTUN 1EKAPCTBEHHbIX NPenapaTos.

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

CraTba 27. PelueHue 0 rocyaapcTBEHHON perucTpaummn neKapcTBeHHoro npenapara

1. B CpoK, He npesblWaloWmMn AeCATU Paboumx AHEN Co AHA NOSYyYeHUA 3aKNHOHEHUI KOMUCCUM
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3KCMePTOB MO pesy/bTaTaM 3KCNepTM3bl KayecTBa JIEKAPCTBEHHOTO CPeACTBa M 3KCNEPTM3bl OTHOLWEHUS
OXMUAAemMoW Nosib3bl K  BO3MOMKHOMY  PUCKY MPUMEHEHMS  JIeKapCTBEHHOro  Mpenapara,
COOTBETCTBYIOLWMI YNONHOMOYEHHbIM defepanbHblii OpraH UCMONHUTENBHOW BNACTY:

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) ocywecTBAAeT OLEHKY 3aK/IOYEHUIA KOMWUCCUMU IKCNEPTOB A/ onpeaeneHUs COOTBETCTBUS
3aZlaHMIO Ha NMPOBEAEHUNE ITUX IKCMEPTUS;
(n. 1 B pea. ®eaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) NpUHUMaeT pelleHne O rocyAapCTBEHHON pPerucrpaummn NekapcTBeHHOro npenapara uam o6
OTKase B rocy/1apCTBEHHOMN perncrpaumm N1eKapcTBeHHOro npenapara;

KoHcynbTaHTIAOC: NpuMmeyaHue.

MonokeHusa c1. 27 (B pea. 3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaoCTaBieHUA roc. YCayr npu
06palleHMM NEeKAPCTBEHHbIX CPeACTB AAA MeAUMUMHCKOrO UM BETEePMHApPHOro NpUMEHeHUs
nocpeacTBOM eAMHOW CUCTEMbI U (MK) eanHOro nopTtana, npumeHstotca ¢ 01.01.2026.

3) BHOCUT NMpM NPUHATUM PELLEeHNn O roCyAapCTBEHHOW pPerncTpaunmn nekapcTBeHHOro npenapara
OaHHble O 3aperncTpMpoBaHHOM JNIEKAPCTBEHHOM Mpenapate, B TOM 4ucie 0 ¢dapmMaLeBTUYECKOon
cybcTaHUMM, BXOAAWEM B COCTaB JIEKApPCTBEHHOro MnpenapaTta, B [OCYAApPCTBEHHbIN  peecTp
JNIEKapCTBEHHbIX CPEeACTB M BblAaeT 3aABUTEND PErucTpaLMOHHOEe YAOCTOBEPEHME JIEKAPCTBEHHOIO
npenapaTta NyTem HanpaB/ieHWA 3afBUTEN0 NOCPeACTBOM eAMHOro noptana MAM B JIMYHbLIN KabuHeT
3aABUTeNs B eAWMHOW CUCTEME BbINMUCKM M3 TOCYAAPCTBEHHOTO pPeecTpa NEeKapCTBEHHbIX CPeacTs,
NOAMNUCAHHOM  YCUNEHHOW  KBanMPUUMPOBAHHOM  3NEKTPOHHOM noanucbto, ¢opma KoTopon
YTBEPKAAETCA YNONHOMOYEHHbIM desepanbHbIM OPraHOM WMCMOJAHUTENbHON BNACTWU, COFNACOBaHHbIE
HOPMATUBHYIO  AOKYMEHTALMIO, HOPMATMBHbLIM  JOKYMEHT, WMHCTPYKLMIO MO  NPUMEHEHUIO
JIeKapCTBEHHOIO NpenapaTta U MaKeTbl NEPBUYHOM YNaKOBKW M BTOPUYHOM (NOTpebuTenbCKoin) ynakoBku
C YKa3aHMEeM Ha HMX HOMEpPA PErucTpaLMoOHHOrO YAOCTOBEPEHMA NIEKAPCTBEHHOrO npenapaTta U AaTbl
€ro rocyapCTBEHHOMN perncTpaumMm Uam B ciydae NPUHATUA pelleHna o6 oTKase B rocynapCTBEHHOM
perucTpauumn NeKapcTBEHHOIO NpenapaTa HanpaBAseT 3asaBUTEN0 NOCPeACTBOM eANHOMO NOPTAIA UK B
JIMYHbIMA KabMHeT 3anaBUTeNs B eAMHOW cucTeme yBeLoM/eHMe 06 3TOM C yKasaHWEM MPUYMH TaKoro
OTKasa. 3a Bblgayy PerucTpaumMoHHOro YyAOCTOBEPEHMA JIEKAPCTBEHHOrO npenapaTa B3MMaeTCs
rocyfapcTBeHHas NOLW/MHa B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuitickon depepaumnm o Haaorax u
cbopax.

(B pen,. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-3, o1 30.01.2024 N 1-03)

2. OcHoBaHMEM /1A OTKasa B roCyAapCTBEHHOM pPerncTpauum NeKkapcTBEHHOrO npenaparta g
MEOMLMHCKOrO  MPUMEHEHUs  SIBNSIETCA  3aK/IOYEeHMe  COOTBETCTBYHOLLErO  YNOJHOMOYEHHOro
dbenepanbHOro opraHa WCMNOMHWUTE/IbHOW BAACTM O TOM, YTO KayectBOo U (uan) 3 eKTUBHOCTb
pPerncTpupyemoro JeKapCcTBeHHOro npenaparta 41 MeAMUMHCKOrO MPUMEHEHMS He MOATBepXAeHbI
NONYYEHHbIMM AaHHbIMM UKW YTO PUCK MPUYMHEHWA Bpeda 340POBbi0 YeN0BEKa BCAeACTBME MpUema
NleKapcTBEHHOrO npenapata Ana MeAMLUMHCKOro NpuMMeHeHua npesbiwaeT 3$PeKTUBHOCTb ero
NPUMEHEHNA.

(yacTb 2 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. loBTOpHOE npeAcTaB/fieHWE B COOTBETCTBYHOWMMA YNOJAHOMOYEHHbIN deaepanbHbii opraH
WCMNOJIHUTE/IbHOM BAACTWU /IEKAPCTBEHHOrO nNpenapaTta, B OTHOLWEHMW KOTOPOro MnojyyYeH OTKa3 B
rocygapcTBEHHOW perncTpaumm U KoTopblii BNOCAeACTBUN NOABEPrcs M3MEHEHUIO B YaCTU ero cocTaBa,
paccMaTpuBaEeTCA Kak NpeacTaB/ieHME HOBOrO JIEKAPCTBEHHOrO npenapaTa Ha ero rocyAapCTBEHHYH
perncTpaumnio He3aBUCUMO OT COXPAaHEHUSA ero NepPBUYHOIO HAMMEHOBAHMA.

(yacTb 3 B peq,. PesepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4, an npenocraB/sieHNn 3aAaBUTENIEM B COCTaBe PErnmcTtpaulMoHHOro ocCbe Ha }'IEKapCTBeHHbIVI
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npenapar 414 BETEPMHAPHOIro NPUMEHEHUS KONUU PeLleHUs YNoJHOMOYEHHOro denepanbHOro opraHa
WCNO/IHUTENbHON BIAaCTM O MPOBEAEHUU WMHCNEKTUPOBAHUS MPOU3BOAUTENA NIEKAPCTBEHHbLIX CPeacTB
CPOK TMPUHATUA peleHns O TrOoCyAapCTBEHHOW perucTpaumm eKkapCTBEHHOro npenapata  Ans
BETEPUHAPHOrO NPMMEHEHUS NPUOCTAaHABIMBAETCA CO AHA NONYYEHMA 3aKNOYEHWNI, YKA3aHHbIX B YacTK
1 HacToAwWwen cTaTbu, A0 AHA NMPUHATMA YNONHOMOYEHHbIM deaepasbHbIM OPraHOM MUCMOAHUTEIbHOM
B/IaCTU pelleHns o Bblgavye Man ob OTKase B BblAavye 3aKAOYEHWA O COOTBETCTBMM Mpom3BOAUTENA
NIEKAPCTBEHHbIX cpeacTB TpeboBaHMAM MpPaBUA Had/erKallen NPou3BOACTBEHHOM MPAKTUKKU, HO He
60/s1ee Yem Ha CTO BOoCeMbAecaT paboumnx aHen.

(yacTb 4 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-93)

5. OcHOBaHWEM [A/1A OTKa3a B rocyJapcTBEHHOW PerncTpaumnmn NekapcTBeHHOro npenaparta Ans
BETEPMHAPHOIrO MPUMEHEHUSA ABASETCA 3aK/lOYeHWe YNoJHOMOYeHHoro ¢enepanbHOro opraHa
WUCNO/IHUTENbHON BNAcTU O TOM, 4TO KayectBO W (nan) 3dPEeKTUBHOCTb PErncTpuUpyemoro
JIeKapCTBEHHOrO npenapaTta Ans BETEPUHAPHOrO NPUMEHEHWS He MOATBEPKAEHbI MONYYEHHbIMU
OAaHHbIMM UM YTO PUCK NMPUYMHEHMA Bpeaa 340POBbI0 }KMBOTHOMO BC/IEACTBME NPUEMa NIEKAPCTBEHHOTO
npenapata Ans BeTEPUMHAPHOro NpPUMeHeHus npeBblwaeT 3GGEeKTUBHOCTbL €ro MPUMEHEHUs, OTKas
yNnosHOMOYeHHOro d¢eaepanbHOro opraHa WCNONHUTENbHOW B/acTM B  Bblgaye 3aK/lOYeHUs o
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM MpPaBUA  Haa/eKallel
NPOu3BOACTBEHHON MPaKTUKM ANA  KaXkAoW NPOM3BOACTBEHHOW M/OWAAKM  PErNCTPUPYEMOrO
JIEKAapCTBEHHOrO npenapata A/l BETEepPUHAPHOro MPUMEHEHMA B CAyyae, €cin NPOM3BOACTBO
JIeKapCTBEHHOrO npenapata Ans BETEPUMHAPHOro MPUMEHEHMA OCYLLEeCTBASETCA 3a npegenammu
Poccuiickoin Pepepaumm, Uam OTCYTCTBUE TAKOTO 3aKAH0UYEHUA.

(yacTb 5 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-d3)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopsagKe M CpoKax onpefeneHUs B3aMMO3aMEHAEMOCTU JIEKAPCTB JIEKAPCTBEHHbIX MPenapaTos,
3apernctpuposaHHbix 4o 01.03.2020, cm. cT. 3 @3 07 27.12.2019 N 475-P3.

Cratba 27.1. B3aMmmosameHAeMOCTb ZIEKAapPCTBEHHbIX nNpenapatoB A4Ana MeaguunHCKOro
npumMmeHeHunA

(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMmMoO3aMeHseMOCTb JIeKAapCTBEHHbLIX MPEenapaTtoB Aas MeAULMHCKOTO MPUMEHEHUS
onpeaensaeTca ynoqHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOSIHUTEIbHOW BIACTU, OCYLLLECTBAAIOLLMM
roCyapCTBEHHYIO PErncTpauMmio JIeKapCTBEHHbIX MPenapaTtoB AAd MeAULMHCKOro MPUMEHEHUs, B
paMKax OZHOTO MEeXAYHAapPO4HOro HEenaTeHTOBAHHOIO (MM XMMMYECKOro, WM TPYNMnMPOBOYHOrO)
HaMMEHOBaHUA Ha OCHOBE 3aK/IIOYEHMS KOMMUCCUWM IKCMEPTOB IKCMEPTHOrO YUYPEKAEHUs O
B3aMMO3aMEHSAEMOCTU JIeKapCTBEHHOTO MpenapaTta 418 MeAUUMHCKOTo NMpUMeEHeHUsA b0 O TOM, YTo
NeKapCTBEHHbIM Npenapat Ans MeAWLMHCKOTO MPUMEHEHMs He SB/SETCA B3aMMO3aMEHSEMbIM.
MopAdoOK onpeaeneHna B3aMMO3aMEHAEMOCTM JIeKapCTBEHHbIX MpenapaTtoB A4ad MeAMUMHCKOro
npumeHeHMAa ©  GOPMa  3aKNHOYEHMA  KOMWUCCUMM  SKCMNEPTOB  JKCMEPTHOTO  YYPEXKAEeHUA O
B3aMMO3aMEHAEMOCTN NEKAPCTBEHHbIX NPEnapaTos 414 MeAMLMHCKOro NpMMeHeHMA Anbo o Tom, YTo
NeKapcTBEHHbI npenapat Anf MeAMUMHCKOTO MNPUMEHEHUA He ABAAETCA B3aMMO3aMeHAEMbIM,
yCTaHaBAuBaloTcA deaepanbHbIM OPraHOM MCMONHUTENbHOM BAACTW, OCYLLECTBAAOWMM GYHKUUKM Mo
BbipaboTKe M peannsaumy rocyaapCTBeHHOW MOAUTUKM U HOPMaTMBHO-MPABOBOMY PEry/iMpoBaHuUio B
chepe 34paBOOXpPaHEHUA, MO COMIACOBaHWIO C deaepasnbHbIM OPraHOM WCMOJIHUTE/NbHOW BAACTH,
OCYLLECTBAAOLWMM QYHKLMKN NO NNMLEH3NPOBAHNIO NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB.

(8 pea. PenepanbHoro 3akoHa ot 19.10.2023 N 503-93)

2. Komuceua 9KCNEPTOB 3KCNEPTHOrO y4ypexgeHna OaeT 3aKJlo4YeHne O B3aMMO3aMEeHAEMOCTU
NEKapCTBEHHOrNo npenapara Aaa MeauumnmHCKOro npumMmeHeHUA nmbo o TOM, 4TO I'IEKapCTBeHHbIﬁ
npenapat 4gna MeaguunHCKoro npummeHeHuAa He ABAAEeTCA B3aMMO3aMeHAEMbIM, Ha OCHOBaAHUMU
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clefyroWwmx KpuTepmnes (XapakTepucTmk):

1) 3KBMBaneHTHocTb (gns 6uoaHanorosbix (6MONOAO6HBLIX) /IEKAPCTBEHHbLIX MpenapaTos
(boaHanoroB) -  COMOCTAaBMMOCTb)  KAYeCTBEHHbIX M KOJIMYECTBEHHbIX  XapaKTepUCTUK
dbapmaueBTUYECKMX CyBCTaHUMI MAKM COMOCTaBMMOCTb aHTUIEHHOIo COCTaBa BaKUMWH. Mcnonb3oBaHue
pa3INyHbIX conei, 3GUPOB, KOMMIEKCOB, N30MEPOB, KPUCTANIMYECKUX GOPM M APYrUX NPOU3BOAHbIX
OAHOTO W TOr0 e [AeWNCTBYIOWEro BelecTBa He ABAAETCA MNPenaTcTBMEM AJA  onpesefieHus
B3aMMO3aMEHAEMOCTU  JIEKAPCTBEHHbIX MpernapatoB, ecAn npuv  MPOBEAEHUM  UCCef0BaHUA
OMO3KBMBANIEHTHOCTM  JIEKAPCTBEHHOTO  MpenapaTa  WAM  WUCCNedOBaHMA  TepaneBTUYECKOM
3KBUBA/IEHTHOCTM NIEKAPCTBEHHOrO MpenapaTta AO0Ka3aHO OTCYTCTBME KAMHUYECKM 3HAYMMbIX Pas3inymnii
bapMaKOKUHETUKM U (Man) 3ddeKTUBHOCTM M 6e30MmacHOCTM NIeKapCTBEHHOro npenapata A
MeAULMHCKOTO NPUMEHEHMUS;

2) 9KBMBaNEHTHOCTb IeKAPCTBEHHOM Gopmbl. 1104 IKBUBANEHTHBLIMMU IEKAPCTBEHHBIMU HOpPMaMm
NMOHUMAIOTCA pPasHble JIeKapcTBEHHble GOPMbI, MMetOWMe OAMHAKOBble CMOCOO BBeAEHMA M CNOCcob
npumeHeHusa, obnagatolme COMNOCTaBUMbIMU  GAPMAKOKMHETUYECKMMU  XaPaAKTEPUCTUKAMU U
dbapmakosormyeckum  AencTemem M obecneumsatowme  TaKKe  AOCTUXKEHWE  HeobXxoaMmoro
KAMHUYecKoro apdekTa. Pasnnumna nekapcreeHHbIXx GOpM He ABASAIOTCA NPENATCTBUEM A8 ONpeaeneHumn
B3aMMO3aMeEHAEMOCTU  JIeKApCTBEHHbIX MpenapaTtoB, eCcAn Npuv  NPOBEAEeHUM  UCCef0BaHUA
OGMO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO  MpemapaTa  WMAM  WUCCAeAOBaHUA  TepaneBTUYEeCKOM
SKBMBANIEHTHOCTM NIEKAapPCTBEHHOrO MpenapaTta A0Ka3aHO OTCYTCTBME KAMHUYECKU 3HAUMMBbIX Pa3inymnii
bapMaKoKUHETUKM U (unn) 3ddeKTUBHOCTM UM 6e30MmacHOCTM /IeKapCTBEHHOro mnpenaparta A
MeAUUMNHCKOro NpMMeHeHuns;

3) 3KBMBANEHTHOCTb MAM COMOCTaBMMOCTb COCTaBa BCMOMOFATe/IbHbIX BELLECTB /1IeKapCTBEHHOMO
npenapata A48 MeAMUMHCKOTO NpPMMeHeHuA. Pasanuma cocTaBa BCMOMOraTesibHbIX  Bew,ecTs
NeKapcTBEHHOrO Mpenapata He ABAAIOTCA MNPEnATCTBMEM ANA ONpeAeneHuMs B3anmMO3aMeHAEeMOCTU
NeKapcTBEHHbIX MpenapaTtoB, €CAM NpW  NPOBEAEeHWW  UCCNefoBaHWA  BUMO3KBUMBANEHTHOCTM
NleKapcTBEHHOrO npenapaTta WaM UCCNeAO0BaHUA TepaneBTUYECKOM 3KBMBAIEHTHOCTU JE€KAPCTBEHHOMO
npenapata [AOKa3aHO OTCYTCTBME KAMHWYECKM 3HAUYMMbIX PasANUMi  GapMaKOKUMHETUKM W (Maun)
3dPeKTUBHOCTM M 6€30MacHOCTM NIeKapCTBEHHOro npenapata Aas MeAMLUMHCKOro npumeHeHus. Mpu
HaZIMUYNMN KIMHUYECKM 3HAYUMbIX Pa3ANUMin papMaKOKMHETUKMN U (Maun) addeKkTMBHOCTU 1 Be3onacHoCTH
NleKapcTBEHHOTO npenapaTa A8 MeAWMLMHCKOTO NMPUMEHEHMS B3aMMO3aMEHAEMOCTb Onpeaensercs C
yKa3aHMEM Ha UCKNtoYEHMEe OTAE/bHbIX FPynn NauneHTos;

4) NAEHTUYHOCTb cnocoba BBeAEHNA U cnocoba NMPUMEHEHNA;

5) COOTBETCTBME Npon3sBoanUTENA NEKAPCTBEHHOTO CpeacTBa Tp66OBaHMﬂM npasun Hap,nemam,eﬁ
HpOM3BOACTB€HHOVI NMPaKTUKNU.

3. bes HEO6XO,£I,I/IMOCTI/I AOKa3aTenbCTBa 6103KBMBANIEHTHOCTU ocywecrtBniaeTca onpepeneHune
B3aMMO3aMeHAEMOCTU BOCNpPOnN3BeAEHHbIX 1IEKAPCTBEHHbIX NMPENapaToB, KOTOpPbIE:

1) npeaHasHayeHbl ANA NapeHTepanbHOro (MOAKOMHOMO, BHYTPUMbILEYHOrO, BHYTPUBEHHOrO,
BHYTPUINAa3HOTO,  BHYTPUMONOCTHOrO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOrO) BBeAEHUA U
npeacTasnsatoT coboit BoAHble PacTBOPbI;

2) npeAcTaBnAoT coboii pacTBOPbLI A/1A NEPOPASTbHOTO NPUMEHEHUS;
3) npousBeseHbl B GoOpMe NOPOLLIKOB UK TMOGUAN3ATOB AN NPUTOTOBEHUS PAacTBOPOB;
4) aBnAOTCA rasamu;

5) ABAAOTCA YWHbBIMA WAW TNa3HbIMM /IEKAPCTBEHHbIMM MpenapaTtamun, NpousBedeHHbIMU B
dopme BOAHbIX PacTBOPOB;
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6) NpeaHasHayYeHbl AR MECTHOTO U (M/IM) Hapy»KHOTO NPUMEHEHUA UM MPUTOTOBAEHbI B dopme
BOAHbIX PacTBOPOB;

7) npeactasnAoT coboit BoAHble pacTBOPbI AN UCNOAb30BaHUA B GOPME MHFANALMIK C NOMOLLbIO
Hebynalizepa WAM B KayecTBe Has3a/bHbIX CMpPeeB, NMPUMEHSEMbIX C MOMOLLbIO CXOAHbIX (MOXOXMX,
aHaNorMYHbIX) YCTPOMCTB (MprbopoBs, annapaTos).

(yacTb 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. OcobeHHOCTM onpegeneHns  B3aMMO3aMEHAEMOCTU  BMONOTMYECKUX  NIEKAaPCTBEHHbIX
npenapaTtoB, KOMOBWHWPOBAHHbIX JIEKAPCTBEHHbIX MPENApPaToB (CoAeprKalwmnx KOMOMHauMo OBYX WU
b6osee [OeNCTBYIOLWMX BELLECTB), JIEKAPCTBEHHbIX NPenapaToB A/ MNapPeHTepPaNbHOro MUTaHWUA W
HeZl03MPOBaHHbIX  JIEKAPCTBEHHbIX  NPEnapaToB  ycTaHaBAMBaloTcA  denepasbHbiM  OpraHoMm
NCMONHUTENBHOW BNACTM, OCYLLECTBAAOWMM GYHKUMM NO BblpaboTKe U peanunsaumm rocyaapcTBeHHOM
NONNTUKM M HOPMATMBHO-MPABOBOMY PEryiMpoBaHuio B chepe 34paBOOXPaHEHMSA, MO COMNACOBaHUIO C
denepanbHbIM OPraHOM WCMOAHWUTENBHOW BAACTW, OCYLLECTBAAIOWMM OYHKUMKM MO NMLEH3MPOBAHMUIO
NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

(8 pea. PepgepanbHoro 3akoHa ot 19.10.2023 N 503-93)

5. Onpep,eneHme B3aMMO0O3aMeHAEMOCTN HE OCYLWEeCTBNAETCA B OTHOWEHWUU J/1eKAaPCTBEHHDbIX
PaCTUTE/IbHbIX NPEeNapaToB, rOMeonaTUYECKUX IEKAPCTBEHHbIX NMpenapaTos.

6. PopmmnpoBaHMe NepeyHsa B3aMMo3aMeHAEMbIX JIEKaPCTBEHHbIX MPenapaTos AN MeANLUHCKOro
NMPMMEHEHMA OCYLLLECTBAAETCA SKCMEPTHbIM yUYpeXxaeHMemM NocpeacTBom 06beaMHeHUA NeKapCTBEHHbIX
npenapaTtoB B OTAE/bHble TPYMMbl, B KaKAOW W3 KOTOPbIX JIEKapCTBEHHble MNpenapaTbl ABAAKOTCA
B3aMMO3aMeHAEMbIMM.

7. B cnyvyae BKAOYEHUA B WMHCTPYKUMIO MO MEOUUMHCKOMY MPUMEHEHUID /IeKapCTBEHHOro
npenapata Ha OCHOBaAaHWKN Pe3y/1bTaTOB COOTBETCTBYHOLWUX MCCﬂep,OBaHMVI NoKasaHui ana npunMmeHeHua,
KOTOpbleé OT/INYakoTCA OT NoKasaHui Ana npuMmeHeHunAa Opyrnux NekKapCrBeHHbIX NpenapaTtoB U3 rpynnbl
B3aMMO3aMeHAEMbIX NEKAPCTBEHHbIX NMpenapaTtoB, B MNnepeyHe B3aMMO3aMeEHAEMbIX /1IEKAPCTBEHHbIX
npenapatos Ana meanunmHCKOro npuMeHeHNA JONXKHa 6bITb YKa3aHa COOTBETCTBYHOLWaA VIHd)OpMaLl,VIﬂ.

8. MepeyeHb B3aMMO3aMeEHAEMbIX JIEKAPCTBEHHbIX NPEenapaTos AN MeAULMHCKOro NpuMeHeHus
pasmeLLaeTcsa yrnoJHOMOYEHHbIM deaepasbHbiM OPraHOM UCNOJIHUTE/IbHOM BAIACTU, OCYLLECTBAIOWMUM
rocyapCTBEHHYIO PErucTpauMio JIeKapCTBEHHbIX MpenapaToB ANA MeAMLUMHCKOro MPUMEHEHUs, Ha
cBoem oduumanbHom cante B cetn "UHTepHet". UHbopmaums B nepeyHe B3aMMO3aMeEHSEMbIX
JIeKapCTBEHHbIX NPENApPaToB 418 MeSULMHCKOTO NpuMeHeHns 0BHOBNAETCA yKa3aHHbIM dpesepasibHbIM
OpPraHOM WCMOJIHUTEIbHOM BAACTU C YYETOM HOBbIX 3aPErMCcTPUMPOBAHHbIX JIEKAPCTBEHHbIX NPenapaTos
ANA  MeAMLMHCKOrO TMNPUMEHEHWA W BHECEHHbIX W3MEHEHUI/ B [OKYMEHTbl, COAeprKaliunecs B
PerncTpaumoHHbIX A0Cbe Ha 3aperncTpMpoBaHHble /IeKAapCTBEHHble npenapaTbl A8 MeAMUMHCKOro
NPUMEHEHNA.

9. MopAJOK UCMNOMb30BaHUA MHPOPMALMM O B3aMMO3aMEHAEMbIX JIEKapCTBEHHbIX Mpenaparax
ANA MeAULMHCKOrO MPUMEHEHMA M NOPAJOK AayM pasbACHEHUI NO BOMPOCam B3aMMO3aMEHAEMOCTH
NIeKapCTBEHHbIX NpenapaTtoB ANa MeAUUMHCKOro MPUMMEHEeHUA YCTaHaBAMBalTCA deaepasbHbiM
OpraHOM WCMOJIHUTENIbHOM BAACTW, OCYWECTBAAIOWMM GYHKUMM MO BbipaboTKe M  peanusaumm
rocyAaapCTBeHHOM NOIMTUKU M HOPMATMBHO-MPAaBOBOMY PEry/iMpoBaHuio B chepe 34paBooXpaHeHus, Nno
cornacosaHuio ¢ deaepanbHbIM OPraHOM WCMOJIHUTE/NbHOW BAAaCTWU, OCYLLECTBAAOWMM GYHKLUU MO
JIMLEH3MPOBAHUIO NPON3BOACTBA /IEKAPCTBEHHbIX CPEACTB.
(B pen. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTlAOC: NpumeyaHue.
CpOKM AeNCTBUA PETNCTPALNOHHBIX YA0CTOBEPEHMIN IEKAPCTBEHHbIX NPENapaToB A1A MeAULNHCKOro
npUMeHeHuA, KoTopble nctekatoT B 2024 r. npogneHbl Ha 12 mecaues, a B 2025 r. - go 31.12.2025
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(MocTaHoBneHwue MpasuTtenbctsa PO o1 12.03.2022 N 353).

CratbAa 28. PerncrpaymoHHoOe yA0CTOBEepeHUe IeKapCTBEHHOro npenapara

KoHcynbTaHTlAOC: NpumeyaHue.

PaspellaeTca obpalieHme B PO 3apernctpMpoBaHHbIX IEKAPCTBEHHbIX MPEenapaToB, CPOK AeNCTBUA
PEerncTpaLnoHHOro ya0CTOBEPEHUA KOTOPbIX UCTEK B CAyyae, npeaycmoTpeHHom 4. 11 ct. 4 @3 ot
30.01.2024 N 1-®3.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pPacNPOCTPAHAIOTCA HA MNPABOOTHOLUEHMA, BO3HMKatoOWMe npu
0b6pallleHUM NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

1. PeructpaumoHHOe yA0CTOBEPEHME NIEKapCTBEHHOrO npenaparta C yKasaHWem JIeKapCTBEHHbIX
dopM M [03MPOBOK BblgaeTcs 6eccpoyHO, 3a WCK/IOYEHMEM PEermcTpauMoHHOIO YAO0CTOBEPEHUA
NIeKapCTBEHHOrO npenapaTta, BblAaBaeMOro CO CPOKOM [eicTBUA MATb  NeT, Ha Bhnepsble
perucTpupyemblie B Poccunitickoit degepaummn nekapcTBeHHble npenaparbi.

2. Mo ucTeyeHUM yKa3aHHOro B 4acTM 1 HacToAwel CcTaTbM CPOKa Bblaaerca 6GeccpoyHoe
perucTpaunoHHoe ya0CTOBEpPEHME NeKapCTBEHHOro npenaparta NpW YCAOBUW MOATBEPNKAEHUA ero
rocyAapcTBeHHOMN perucrTpaumm.

3. B cnyyae BHeceHua B COOTBETCTBUM cO cTaTbaMu 30 u 31 HacTosAwero denepanbHOro 3akoHa
M3MEHEHUA B COAEp)KalLMecs B PEerncTpauMoHHOM A0Cbe Ha 3aperMcTpUMpoBaHHbINA JIEKAPCTBEHHbIN
npenapaTt AOKYMEHTbI, 3aTparnBaloWmMX CBEeAEHUA, OTParKEHHble B PErmcTpalMoOHHOM YAOCTOBEPEHUU
JIeKapCTBEHHOrO npenapaTa, YNoAHOMOYEHHbIN denepasibHbli OpraH UCNOHUTENbHON BAACTU BblAaeT
HOBOE PErucTpaLMOHHOE YA0CTOBEPEHUE IeKapCTBEHHOIO Npenaparta, CoAepKalllee BHECEHHbIE B HEro
N3MEeHEeHHUA.

(yacTtb 3 BBeaeHa PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 28 yTpaumsaet cuny (43 ot 30.01.2024 N 1-D3).

4. B cnyyae yTpaTbl WUAM NOBPEXAEHUA PErnCTPaLMOHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOIO
npenapata MO 3aABAEHMIO B MUCbMEHHOW dopme aeprKaTena WAM BAagenbla pPerncTpaunoHHOro
YAOCTOBEPEHUA /IEKAPCTBEHHOMO NpenapaTa Uan yNoAHOMOYEHHOTO UMW APYroro lpuanYeckoro amua
0 Bblgaye  aybavkata  PerucTpauMoOHHOro  yAOCTOBEPEHMA  NeKapCTBEHHOro  npenapaTta
YNOJIHOMOYEHHbIN dpeaepasnbHblii OpraH UCMOJHUTENBbHOM BAACTU B CPOK, HE MPEBbILWAIOWNN AecaTH
pabounx gHel co AHA NOCTYN/eHUA 3asBNEHUs, BblaaeT AyO6/MKAT perncTpaumoHHOro ya0CcToBepeHusn
JIeKapCcTBEHHOro npenapaTa. 3a Bblgady aybivMKkaTa permcTpaumoHHOro YyaA0CTOBEPEHMA IEKAPCTBEHHOTO
npenapaTta B3MMAeTCcA rocyfapCcTBEHHaA NOLW/IMHA B COOTBETCTBUM C 3aKOHOAATENIbCTBOM PoccuMnCKOM
depepaunn o Hanorax u cbopax.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 cT. 29 He pacnpoCTpaHAEeTCcA Ha NPABOOTHOLLUEHUA, BO3HMKAOWME NPU 0bpaLLEHNM
JIeKapCTBEHHbIX CPeACTB AN1A MmeAUUMHCKoro npumeHeHma (®3 ot 30.01.2024 N 1-d3).

KoHcynbTaHTlAOC: NpumeyaHue.


https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100477
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100473
https://login.consultant.ru/link/?req=doc&base=LAW&n=319062&dst=100013
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100439
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100176
https://login.consultant.ru/link/?req=doc&base=LAW&n=494979&dst=11576
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&dst=100441
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100473

54

CpOK perucrpauumn NekapcTBeHHOro npenapata Ans BETEPUHAPHOrO MPUMEHEHMS, UCTEKaloWmii B
2025 roay, npoasieH Ha 12 mecaues (MoctaHoBneHue MNpasutenbctea PO ot 12.03.2022 N 353).

KoHcynbTaHTlAOC: NpumeyaHue.

Monoxenusa ct1. 29 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpesoCcTaBAeHUS roc. YCAyr npu
0obpalleHMM NEeKAPCTBEHHbIX CPeACTB A1A MeAMUMHCKOrO UM BETEPUMHAPHOro MNpUMEHeHUA
nocpeacTtsBoM eauMHOM cuctembl W (MaM) eauHoro nopTtana, npumeHsiotca ¢ 01.01.2026.
PerncrpaumoHHblie yAOCTOBEPEHUA NIEKAPCTBEHHbIX MPenapaToB AN MEeAULMHCKOrO NMpPUMEHEHUS,
Ha bymarkHom HocuTene u aybamnkaTel ¢ 01.01.2026 He BblgatoTcs.

CratbA 29. NoaTBepKAEeHME rocyAapCTBEHHOM perucTpaumm 1eKapcTBEHHOro npenapara
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NMoaTeepKAEHNE TOCYAAPCTBEHHON PErncTpaummn NeKapCcTBEHHOMO NpenapaTa OCyLLeCcTBASETCS
npu Bblgaye 6eccpPoYHOro pPerucTpauMoHHOro yAO0CTOBEPEHUS JIEKAPCTBEHHOrO npenapaTta B C/yvae,
YKa3aHHOM B 4YacTu 2 cTaTbk 28 HacTosawero ®PenepanbHOro 3aKOHa, B CPOK, HE MPEBbILAOWNN COPOKa
pabouunx gHel co AHA HanpaBAeHWUA NOCPeACTBOM eAMHOr0 NopPTana B YNOJAHOMOYEHHbIN peaepanbHbIii
OpraH MCMOJIHUTE/IbHOM BAACTU WM JINYHbIA KabWMHET ynoJIHOMOYEHHOro d¢eaepanbHOro opraHa
WCNOJIHUTENbHON BAAacTM B €4MHON CcUCTeMe 3aAB/IEHMA O MNOATBEPKAEHMWU TOCYAAPCTBEHHOWM
perucTpauum  NIeKapcTBEHHOro  npenapaTta, NOAMUCAHHOTO  YCUMAEHHOW  KBa/MOULMPOBAHHOM
3NEeKTPOHHOM noanucbio. He ocylecTBaseTca MNOATBEPNKAEHWUE TOCYAAPCTBEHHON perncrpaumMm B
OTHOLWEeHNN nNeKapCTBEHHOro npenapata AnAa BEeTepUMHapHOro npummeHeHmnA, He HaXoguslleroca B
obpaweHun B Poccuitickoit Pepepaumm B TeyeHWe Tpex W Oosiee neT, a TaKkkKe B OTHOLUIEHUM
JIeKapCTBEHHOrO CPeACTBa, NMPOM3BEAEHHOMO C HapylleHnem TpeboBaHMA, YCTaHOBAEHHOIO YacTbio 3.7
cTaTbu 71 HacToAwero denepanbHOro 3aKoHa.

(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3aABneHMEe O MOATBEPXKAEHUM TFOCYAAPCTBEHHOW perucTpaumm NeKapCTBEHHOro npenaparta
HanpasAAeTcA NOCPeACTBOM  eAMHOro nopTtana B YNOJHOMOYEHHbIM  denepanbHbli  OpraH
WUCNONIHUTENbHOM  BAAacTU  MAM  JIMYHBIK  KabWHET ynoJHOMOYEeHHOro deaepasbHOro oOpraHa
WCNOSIHUTENbHON BNacTM B €4MHOWN CUCTEME HE paHee Yem 33 CTO BOCEMbAECAT AHEW A0 MUCTeYeHuA
CPOKa [AeNCTBMA PErncTpaLMoOHHOro YAOCTOBEPEHMA JIEKAPCTBEHHOrO npenapata W He no3gHee
OKOHYaHWA CPOKA ero AeNCTBumA.

(yacTb 2 B peq,. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2.1. YTpatnn cuny. - PegepanpHbiit 3aKkoH oT 30.01.2024 N 1-03.

3. NoaTBep:KAEeHUE roCyAapPCTBEHHOW PErucTpaummn NeKapcTBEHHOMO NpenapaTa ocyLecTBAseTcs
No pesy/nbTaTaM 3KCMepTU3bl OTHOLIEHWA OXWMAAEMOMN MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS
NleKapCcTBEHHOTO MpenapaTta Ha OCHOBaHUWM Pe3y/ibTaToB MOHUTOPUHIa 3GPEKTUBHOCTM M He30MacHOCTH
NleKapcTBEHHOro npenapaTta, MNPOBOAMMOrO AepKaTenem WAM  BnafenblUem pPerncTpaumMoHHOro
YAOCTOBEPEHUA NIeKAapPCTBEHHOrO npenapata AM60 YNOAHOMOYEHHbIM UMW HOPUANYECKMM MLOM, a
TaKXe COOTBETCTBYIOLWMM YNOSHOMOYEHHbIM deaepanbHbiM OpPraHoM WCNOJIHUTENbHOW BAacTM B
COOTBETCTBUM C TpeboBaHUAMM cTaTbu 64 HacToAwero PeaepanbHOro 3aKoHa.

4. K 3aaB/eHMIO O NOATBEPXKAEeHUMN FOCVAapCTBeHHOﬁ perncTtpaunmn neKapCrBeHHoOro npenaparta
ana meagnumnHCKOro npuMmeHeHunAa npmnaaratoTca:

1) [AOKYMEHTbI, cogepKawme pesynbTaTbl MOHWUTOPUHTa 3dPeKTMBHOCTM M HesonacHoCTU
NleKapcTBEHHOrO npenapata Ana MeAUUMHCKOro MNPUMEHEHWs, MPOBEAEHHOr0 JeprKaTenem Waun
BNafEe/IbLLeM PEerucTPauMoHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOro mnpenapata 418 MeauUMHCKOro
NpMMeHeHUAa AN60  YNOJHOMOYEHHBIM UM HOPUANYECKUM ULOM, MO dopme, YTBEPKAEHHOMN
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YNO/THOMOYEHHbIM d)e,u,epaanblm OopraHom NCNONHUTENbHOWN BNacCTu,

2) cBeeHMA 0 gate NpeaoCcTaBAEHUs U PerncTpauMoHHOM HOMepe /IMLEH3MN Ha NPOM3BOACTBO
NIEKAPCTBEHHbIX CPeacTB, WAW CBeAeHMA O JaTe NpeaocTaBleHMA W PEerucTpauyMoHHOM Homepe
3aK/IlOYEHNS O COOTBETCTBUM MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHUAM MpPaBuUA
Hagnexallen npomsBOACTBEHHON MPAKTUKU, UAM KOMUA cepTUdMKaTa COOTBETCTBMA NPOU3BOAMUTENNA
NIEKAPCTBEHHbIX CPeAcTB ANA MeAMUMHCKOro MpUMeHeHua TpeboBaHMAM MpPaBUA  HaA/erKallen
NpPOM3BOACTBEHHOM  MPAKTUKM  EBpasMMCKOro  3KOHOMUYECKOrO  COto3a,  MNpeaocTaBAeHHbIX
YNO/NHOMOYEHHbIM peaepasnbHbiM OPraHoOM UCMOJHUTENBHOW BNAACTU B OTHOLLUEHMWU NPOU3BOACTBEHHOM
NAOWAAKN /IEKAapPCTBEHHOro npenapata 444 MeAUUMHCKOTO NPUMEHEHUs, TocyAapcTBeHHas
perncrpaumsa KoToporo NnoATBEPKAAETCA B C/ydae, ecin NPOoMU3BOACTBO JIeKapCTBEHHOro npenapara ans
MeAULMHCKOro NpMMeHeHua ocyecteaseTca B Poccuinckoit ®egepaumnm;

(B pea. PepepanbHbix 3aKkoHOB 0T 27.12.2019 N 478-$3, o1 30.01.2024 N 1-93)

3) Konus NpeaoCTaBAEHHOM YNOAHOMOYEHHBbIM OPraHOM CTPaHbl NMPOU3BOAUTENA NIULLEH3UWN Ha
NpPown3BOACTBO JIeKapCTBEHHOrO Npenapata A1Aa MeULMHCKOro NPUMEHEHUA MU ee NepeBos, Ha PYCCKUM
A3blK, 3aBepeHHble B YCTAHOBAEHHOM MOpPAZKEe, a TaKXe KOMWA 3aK/YeHUA O COOTBETCTBUM
NPoOu3BOAMTENA NIEKAPCTBEHHbIX CPeAcTB TPeboBaHMAM NpaBuA HagaerKalehn NPousBOACTBEHHOM
NPaKTUKU, WAN KOMMA cepTUdMKaTa COOTBETCTBUA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB AnA
MEANLMHCKOTO NpUMeHeHnsa TpeboBaHUAM MpaBuMA HaAa/fexalwein npousBOACTBEHHON NPAKTUKK
EBpPa3snMCKOro 3KOHOMMYECKOro COH3a, BblAAHHBIX YMNOJHOMOYEHHbIM desepanbHbIM - OpraHom
WCMNONHUTENbHOM BNACTU B OTHOLLIEHWN NPON3BOACTBEHHOMN NNOLWAAKM NEKAPCTBEHHOIO nNpenapaTa Ans
MEANLMHCKOTO NPUMEHEHUS, FOCYAAPCTBEHHAA PErncTpauma KOTOporo MoaTBEPXKAAETCA, UAM KOonus
peleHna ynosHOMOYeHHoro d¢eaepanbHOro opraHa WCMNOMIHUTENbHOMW BAAcTM O MpPOBeAEeHUU
bapmaueBTUUECKON  WHCMEKUMW NPOM3BOACTBA  JIEKAPCTBEHHbIX CPeACTB  ANA  MEeAMLMHCKOro
NPUMeHeHNA Ha COOTBETCTBME TpeboBaHMAM NPABUN HagNeXKalleh MNpPOn3BOACTBEHHOW MNPAKTUKM
EBpa3snincKoro sKOHOMWYECKOro coto3a B C/lyvae, ec/in NPOoM3BOACTBO JIEKAPCTBEHHOrO npenapaTa Ana
MeNLNHCKOrO NPUMEHEHMA OCYLLLECTBAAETCA 3a Npeaenamu Poccunitickon ®Pepepauum.

(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)
(yacTb 4 B pen,. denepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

4.1. B oTHOWEHNN BUONOTMYECKMX NEKAPCTBEHHbIX NPENapaToB AN MEAULMHCKOIO NpUMEHEHUS
3aABMTENb AONONHUTENbHO NPEeACTaBAAEeT pPe3ynbTaTbl MePONPUATUIA, NPeaAyCMOTPEHHbIX MNAAHOM
YNpaBAeHNs PUCKaMM, YTBEPXKAEHHbIM YNOAHOMOYEHHbIM defepasbHbIM OPraHOM WCNOJHUTENbHOM
B/IaCTM MPU  OCYLLECTB/IEHUM TOCYAAPCTBEHHOM perucTpaunm NeKapcTBEHHOro npenapata  Ans
MeANLMHCKOro NpMMeHeHUA.

(yacTtb 4.1 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

4.2. K 3as8B/eHMI0 O NOATBEPKAEHUN TOCYAAPCTBEHHON PerncTpaumm IeKapcTBEHHOro npenapara
ONA BETePUHAPHOIro NPMMEHEeHMA MPUAAratoTca AOKYMEHTbI, coaeprKawme pesynbTaTbl MOHUTOPUHIA
3dPeKkTMBHOCTM M 6e30MaCcHOCTU JIeKapCTBEHHOro npenapata A4 BEeTEePUMHAPHOro MNPUMEHEeHUs,
NPOBOAMMOrO AepXatenem WAW BhagesbLem pPerucTtpauumoHHOro yAOCTOBEpPEeHUA JIeKapCTBEHHOro
npenapaTta 4/1a BETEPMHAPHOro NPUMEHeHUA IMBO YNONHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHON YNONHOMOYEHHbIM deaepasibHbIM OPraHOM WCNOAHUTENIbHON BAAacTU, W
OOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHKtax "a", "6", "K", "n" nyHkTta 4 yactu 3 ctatbn 17
HacToswero desepanbHOro 3aKoHa. B OTHOLLEHUM MMMYHOBMOIOrMYECKUX IEKAaPCTBEHHbIX NPenapaToB
ONA BETEPUHAPHOTO NPMMEHEHUA HE NPeACTaBAAITCA CBeAEHMA, YKa3aHHble B noanyHkTe "K" nyHKTa 4
yactn 3 ctatbu 17 HactoAwero PenepanbHOro 3akoHa. B OTHOWEHMN NeKapCTBEHHbIX NpenapaTos ga
BETEPUHAPHOrO NPUMEHEHUA, NONYYEHHbIX C MPUMEHEHMEM FE€HHO-UHKEHEPHO-MOAUPULMPOBAHHDIX
OpPraHM3MOB WU COAEPXALWMX TaKMe OPraHM3Mbl, AOMNOJIHUTENbHO NPEACTABAAOTCA CBeAeHus,
YKa3aHHble B NyHKTe 13 yactun 3 ctaTbm 17 HacToAwero PenepanbHOro 3aKoHa.
(yacTb 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)
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4.3. 3asBMTeNb BMpaBe MPeACTaBUTb C 3asB/IEHMEM O MOATBEPMKAEHUM rOCY[apCTBEHHOMU
perucTpauum JIeKapCTBEHHOrO npenapata PEeKBM3WUTbl AOKYMEHTA, NOATBEPXKAAOLWeEro ynnarty
rocygapcTBEHHOM MOLWMHbI 33 MOATBEP)KAEHWE TOCYAAPCTBEHHOM pPerucTpaumMm fIeKapCTBEHHOIO
npenapara, a TakXKe BblgaBaemble (NpeaocTaBasemble) YyNoAHOMOYEHHbIMU desepanbHbIMU OpraHamm
WUCNONIHUTENbHOW BNAacCTU AOKYMEHTbl (CBeAeHMs), YKa3aHHble B MyHKTax 2 M 3 4yactu 4 HactoALlei
CTaTbu. B cnyyae ux HenpeacTaB/eHNUs YNOJIHOMOYEHHbIN dpeaepanbHbii OpraH UCNOAHUTENBHOW BAACTH
3anpalwnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NOpPAAKE MEXBEeLOMCTBEHHOrO MHGOPMALMOHHOTO
B3aMmoaencTeums.

(B peq. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-93, o1 30.01.2024 N 1-93)

5. B TeyeHue nsaTM pabouMx OHEW CO AHS HanpaBAeHWA MOCPeACTBOM eAMHOro nopTana B
YNONHOMOYEHHbIM  depepanbHbli  OpraH  UCMONHWUTENbHOW  BAAcTM  WMAW  JINYHBLIK  KabuHeT
YNOJHOMOYEHHOTO ¢eaepasbHOro opraHa WUCNOMIHUTENbHOM BAAcTU B €4MHON cUCTEME 3asiB/eHUA O
NOATBEPXKAEHUM TOCYAAPCTBEHHOM pPEerncTpauum NeKapcTBEHHOro npenapata M [AOKYMEHTOB,
coAepKalmnx pesynbTaTbl MOHUTOPUHIA 3GPEKTUBHOCTM M HE30MACHOCTU IeKapCTBEHHOIO Mpenapara,
NPOBOAMMOrO AepraTeseM WAW BAaAENbUEM PErncTpaLMoOHHOrO YAOCTOBEPEHUA JIeKapCTBEHHOMO
npenapata AMb60 YNOAHOMOYEHHbIM UMMM OPUAMYECKUM NNLOM, YNOJAHOMOYEHHbIN deaepanbHbIii
OpraH UCNOAHUTENbHOWN BNACTH:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) npoBOAMT MPOBEPKY MONHOTblI CBEAEHWUN, COAEPMKALUMXCA B NPEACTAB/EHHbIX 3asaBUTENEM
OOKYMEHTaXx;

2) NpUHMMAET peLieHne O NpoBeaeHnn uan ob oTKase B NMPOBeAeHMM SKCMEepPTM3bl OTHOLLEHUA
OXMAAEMOW NOJb3bl K BOSMOXHOMY PUCKY MPUMEHEHMS JIEKapCTBEHHOro npenapaTta Ha OCHOBaHWK
pe3y/bTaToB MOHUTOPUHra 3pHeKTUBHOCTM M 6e30NacHOCTM IeKapCTBEHHOrO npenapaTa, NPoBOANMOro
AepyKaTenem Wau BnageNblem PerncTpaumoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOrO npenapata Anbo
YNOAHOMOYEHHbIM MMMU OPUONYECKMM IMLOM, a TaKke deaepanbHbiM OPraHOM WMCMNOAHUTENbHOM
BJ1aCTW B COOTBETCTBUM C TpeboBaHUAMM CTaTbn 64 HacToAwero PenepanbHOrO 3aKOHa;

3) HanpaBAAeT B /INYHbIA KAaOWHET 3KCNEPTHOrO y4YperKAeHMA B eAMHON cucTeme noAanucaHHoe
YCUNIEHHON KBaNMPUUMPOBAHHOW 3/M1EKTPOHHOM NOANUCbIO 3afaHWEe Ha NpPoBeAeHWE 3SKCnepTusbl,
NpPeAyCMOTPEHHOM MYHKTOM 2 HACcTOALLEM 4YacTW, a TaKKe HanpasaseT 3aABUTE/N0 MOCpPenCcTBOM
e4QUHOro nopTtana WM B JIMYHbIA KabuHeT 3aABMTENs B e4UHON cUcTemMe NoAnucaHHOEe YCUEHHOM
KBaMPUUMPOBAHHOW 3NEKTPOHHOM NOANUCHIO YBEAOMIEHME O NMPUHATOM PELLUEHUN O BblAaye 3a4aHus
Ha NpoBeAEeHWE YKA3aHHOM 3KcnepTusbl MO0 06 OTKase B NPOBEAEHMWU YKA3aHHOW 3KCMepTusbl C
yKasaHMeM NPUYMH OTKa3a.

(n. 3 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

6. B cnyyae BbISIBNEHWMA HELOCTOBEPHOCTM UM (MM) HEZOCTAaTOYHOCTM  MHOpPMaLMMK,
cofeprKallenca B NPeAcTaBieHHbIX 3aABUTeNEM JOKYMEHTaxX, YNOJHOMOYEHHbIN deaepanbHblii opraH
WCNOJIHUTENbHOM BNACTM HAMpaBAseT 3asBUTEN0 NOCPEACTBOM €AMHOro MopTana WAM B JIMYHbIK
KabWHeT 3aaBUTENA B €4MHOM cUcTEME 3anpoc 06 YTOYHEHUU yKa3aHHOW MHbOPMaUUK, NOAMMUCAHHDIN
YCUNEHHOW KBa/IMPULIMPOBAHHOM 3N1EKTPOHHOM NOAMNUCHIO.

(yacTb 6 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

7. 3asBuTenb, o06s3aH HanpaBWUTb MNOCPEACTBOM €AMHOro nopTtana B YMNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOAHUTENBHON BAACTU UAWN INYHBIA KabMHET YNOJHOMOYEHHOro deaepanbHOro
opraHa WCNOJIHWUTENIbHOM BNACTU B eAMHON cUCTEME NOAMNUCAHHbIA YCUNEHHOW KBaNMPULMPOBAHHOM
3/IeKTPOHHOM NOANMCbIO OTBET Ha 3anpoc YNoJIHOMOYEHHOro peaepasbHOro opraHa UCMOIHUTENIbHOM
B/1ACTU, YKa3aHHOMO B YacTM 6 HACTOALLEN CTAaTbW, B CPOK, HE NPEBbLILIAIOWMA AEBAHOCTA Paboyunx gHel
CO OHA NONYy4YeHMA YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMONHUTENIbHOM BAACTU 3/IEKTPOHHOIO
YBEAOMNEHUSA O MONYYEHUU 3asiBUTENEeM TaKoro 3anpoca. CpoK, yKasaHHbIM B 4acTu 5 Hactoswei
CTaTbW, NPMUOCTAHABAMBAETCA CO AHA HanpaB/ieHMA 3anaBUTEN0 NOCPeaCTBOM eAuHOro noprtaja Mau B
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JINYHBIN KabWHET 3aABUTENA B €4MHOM CUCTEeMe TaKOro 3amnpoca A0 AHS HanpaBneHUus 3asBuUTeNem
nocpeacTBOM e4MHOro NopTasa B YyNOJHOMOYEHHbIN deaepasbHbl opraH UCMONHUTEIbHOM BIACTU UM
JINYHBIN KaBUHET ynosHOMOYEHHOoro ¢eaepanbHOro opraHa UCMOIHUTENbHOM B1IAaCTU B €4MHON cUcTeme
OTBETA Ha TaKOW 3anpoc U He Yy4MUTbIBAeTCA NPU UCUYMCNEHUN CPOKa MOATBEPIKAEHMA rocyAapCTBEHHOM
perncrpaumm NekapCcTBEHHOro npenapaTa.

(yacTb 7 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. OcHOBaHMEM pna OTKasa B MPOBEAEHWM 3SKCMepTU3bl OTHOLIEHWUA OXWAAEeMOW NOo/b3bl K
BO3MOXHOMY PUCKY NPUMEHEHWUA NEeKapCTBEHHOro Mnpenaparta ABASETCA npencTaB/eHMe AOKYMEHTOB,
cogeprkalmx pesynbTaTbl MOHUTOPUHTA 3GHEKTUBHOCTM M 6€30MaCHOCTM JIEKAaPCTBEHHOTO NpenapaTa, 1
(unn) B OTHOWEHUM BOMONOTMYECKUX JIEKAPCTBEHHbIX MPEnapaTtoB pPes3y/ibTaToB OCYLLECTB/IEHUA
MEPONpPUATUIA B COOTBETCTBMM C MIAHOM YMPAaB/AEHWA PUCKaMU, YTBEPKAEHHbIM YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM MCNOJIHUTENbHOM BAACTU NPU OCYLLECTBIEHUM TOCYAAPCTBEHHOW pPerncTpaumum
NleKapcTBEHHOTrO npenapara, B HENo/JIHOM 06beme, OTCYyTCTBME MHOOPMALMK, NOATBEPHKAAOLWEN GaKT
ynnaTtbl  rocyfapCTBEHHOM  MOWAWMHbI 33  MOATBEPXKAEHME  TOCYAAPCTBEHHOW  perucrpauuun
NleKapcTBEHHOro npenapaTa, AM6O HenpeacTaBleHUE 3asBUTENIEM B YCTAHOB/EHHbIA CPOK OTBETA Ha
YKasaHHbI B 4acTM 6 HacToslen CTaTbW 3anpoc YNOAHOMOYEHHOTo ¢efepanbHOro opraHa
MCMONHUTENBHOW BNACTH, @ TAKXKE OTCYTCTBME B YKa3aHHbIX 4OKYMEHTax MHPOPMaLMK, KOTopasa AOKHA
6bITb B HUX OTParKeHa.

9. 3KcnepTM3a OTHOLWEHMA OXWAAEMOM NOAb3bl K BO3MOMKHOMY PUCKY MNPUMEHEHUA
JIeKapCTBEHHOIO MpenapaTa B Lenax NoATBeprKAEHUA roCyAapCTBEHHON PerncTpaummn 1ekapCcTBEHHOTO
npenapata NpPoBOAMTCA KOMMUCCUEN IKCMEPTOB IKCMEPTHOFO YYPEKAEHUA B CPOK, HE MPEBbILLIAOLLNI
TPMALATU pabounx aHewn.

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

10. B ciiyyae HeJoCTaTOMHOCTM NPEeACTaB/IeHHbIX IKCMepTy MaTepuasos ANA 434X 3aKA0YEeHUA B
JIMYHBIM KabUHET 3aABUTENA B €4AMHOM CUCTEME HaMNpPaBAsSeTCs 3anpoc O NPeACTaBleHUN HeobXoANMbIX
MaTepuanos, NOANUCAHHbIN pykoBoauTeNnem (YNOJHOMOYEHHbBIM /IMLLOM) SKCMEPTHOrO yUYpexaeHus ¢
NCNO/Ib30BaHMEM YCUIEHHOM KBAaIMPUUMPOBAHHOM SNEKTPOHHOM NOANUCH.

(yacTb 10 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3assuTenb 06fA3aH HaMpPaBUTb B JIMYHBIN KaOWHET 3KCMEPTHOIO YYpexaeHWa B eauHOM
cucTeme NOAMUCAHHBIN YCUAEHHOW KBAaJNPUUMPOBAHHON 3/1IEKTPOHHOM MOANUCbIO OTBET Ha 3anpoc
3KCMEPTHOrO yYpeXKAeHMA B CPOK, HE NPEBbILAIOWNIN WECTUAECATU pabounx gHen co AHA Noay4vyeHus
3KCMEPTHbIM YUYpeXKAEeHMEM 3/EKTPOHHOrO YBEAOMIEHUSA O MNOJYyYEeHUM 3aABUTENIEM YKa3aHHOro
3anpoca. Bpemsa co AHA HanpaBfeHWA B JIMYHbIN KabWHET 3aaBWUTENA B eAMHOM cucTeme 3anpoca
SKCMEPTHOrO YYpEeXAEHUA [0 AHA HanpaB/ieHWsA 3asaBUTENEeM B JIMYHbIA KabWMHET 3KCnepTHOro
yuYperKaeHusa B eAMHOM CcUCTeMe OTBETA HA YKA3aHHbIN 3anpoc He YYUTbIBAETCA NPU UCUUCIEHUMN CPOKA
NpoBeAEeHMA 3KCNEPTU3bl OTHOLIEHWA OXMAAEMON NO/b3bl K BO3SMOXHOMY PUCKY NPUMEHEHUA
NIeKapCTBEHHOrO Mpenapata Ha OCHOBAHMM [OKYMEHTa, COAep)Kallero pesynbTaTbl MOHWUTOPMHTA
a3 deKTBHOCTU N 6€30MaCHOCTM JIeKapCTBEHHOTO Npenapara.

(yactb 11 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

12. B cpok, He npeBbllalOWMii NATU paboumx AHEN CO AHA HanpPaBieHUA B JNYHbIA KabuHeT
ynoAHOMOYEHHOro denepanbHOro opraHa WCMOJIHUTENbHOM BAAcTM B eAMHON CUCTeMe 3aK/lYeHus
KOMMCCMM 3KCMEPTOB MO pe3ynbTaTaM SKCMEPTM3bl OTHOLIEHMA OXWAAEMOW MO/b3bl K BO3MOMKHOMY
PUCKY MPMMEHEHMA NIeKapCTBEHHOro Mpenaparta, COOTBETCTBYIOWMI YNOAHOMOUYEHHbIA deaepanbHbIi
OpraH UCMOAHUTENbHOWN BNACTM:

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) OCyLWwecTBaAEeT OUeHKY 3TOro 3aK/nw4veHuAa AnAa onpeaeneHnAa ero CooTBeTtctBMA 3a4aHUIO Ha
nposeaeHue yKa3aHHOl7I 3KCNepTu3bl;

2) NMPUHUMaET peweHne o noAarTBepXAeHUn I'OCV,D,apCTBeHHOf;I perncrpaumnm nexkapCcreseHHoro
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npenapata wauM o6 O0TKase B MNOATBEPXKAEHMM TOCYAAPCTBEHHOM PEerucTpauuu 1IeKapCTBEHHOMO
npenapara;

3) BHOCUMT MpU MNPUHATUM pPELIeHMA O NOATBEPKAEHUU TOCYyAapCTBEHHON perncrpauunu
JIeKapCTBEHHOMO NpenapaTta CBeAEHMA B FOCY[APCTBEHHbIN PeecTp NeKAPCTBEHHbIX CPeACTB M BbloaeT
3aaBuUTEN0 BeccpoyHOe pPernmcTpaLMoHHOe yA0CTOBEPEHME NIEKAPCTBEHHOrO Npenapata NnocpencTsom
HanpasaeHMA Yepes eAMHbIN NOPTaa UAWN NINYHLIN KabUHET 3aaBUTENA B eAUHOM CUCTEME BbIMUCKU U3
rocyapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeAcTB, NOANUCAHHOM YCUNEHHOW KBaiMPULMPOBAHHOM
3/IEKTPOHHOM NOANMUCHIO.

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. OcHOBaHMEeM AnA OTKasa B NOATBEPXKAEHUM roCcyAapCTBEHHOM PerncTpaummn NeKapcTBeHHOro
npenapata ABAAETCA 3aK/JlOYeHWEe COOTBETCTBYHOLLErO YMNONHOMOYEHHOro ¢eaepasbHOr0 oOpraHa
WCNOJIHUTENIbHOM BNIACTU O TOM, YTO PUCK MPUYNHEHMA Bpeda 340POBbID YENOBEKA WU KUBOTHOMO
BC/IeACTBUE NPUEMA NEKAPCTBEHHOTO NpenapaTa NpeBbiwaeT 3PPEeKTUBHOCTb €r0 NPUMEHEHMA.

(8 pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepvoa npoBedeHWA nNpoueaypbl MNOATBEP)KAEHMA T[OCYAapCTBEHHOW perncrpauum
NlekapcTBeHHOro npenapaTta ero obpauieHune B Poccuiickon Peaepaummn He npruocTaHaBAMBAETCA.

15. [donyckaeTca obOpalleHue AeKapCTBEHHbIX MpenapaToB A0 WMCTEYEHUA CPOKa roAHOCTH,
NPOM3BEAEHHbIX B TeYeHMe CTa BOCBMWUAOECATU KajJeHAapHbIX JAHelW nocne AaTbl MPUHATUA
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM WCMOJIHUTENIbHOM BNACTM peweHua O MoATBEPXKAEHUN
rocyapCTBEHHOM perucTpauum, B COOTBETCTBUM C MHPOpMaUMeln, coaeprKallencs B AOKYMeHTax
pPerncTpaunMoHHOro A0Cbe Ha NEKAPCTBEHHbIN NpenapaT A0 AaTbl NPUHATUSA TaKOro peLleHus.

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

KoHcynbTaHTlAOC: NpumeyaHume.
MonoskeHua ct. 30 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs npeaocTaBiAeHUA roc. ycayr
nocpeacTBOM eAMHOM CUCTEMbI U (MK) eanHOro nopTtana, npumeHstortca ¢ 01.01.2026.

Cratba 30. BHeceHue M3meHeHMit B A,OKYMEHTbI, coAepKaliMeca B PerucTpayMoHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbI Npenapar AN MegULMHCKOro NpuMeHeHus

1. B uensx BHeCEHUA U3MEHEHWUI B JOKYMEHTbI, coAepKalimeca B permcTpaumoHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIA NEKapCTBEHHbIM npenapaTt Ans MeAUUMHCKOro NPUMEHEHMUA, Aep)KaTenb WUau
Bagenel, PerucTpalMoHHOro yaoCTOBEPEHUA NIeKapCTBEHHOro npenapaTta MAM YyNnoJHOMOYEHHOE UM
Apyroe topuanyeckoe nvUoO (ganee B HacTosAled CTaTbe - 3asBUTENb) HanpasaseT nocpeacTBOM
eAMHOro nopTana B YMNO/JIHOMOYEHHbI deaepanbHbii OpraH UCMONIHUTENbHOW BAAcTU UAU B JINYHbIN
KabuHeT ynonHomouyeHHoro ¢eaepanbHOro opraHa WCMNO/HUTENIbHOM BAacTM B eAMHON cucTeme
noAnuMcaHHoe YCUIeHHOM KBanndULMPOBaHHOM 3/IEKTPOHHOW NOANMCHIO 3aAB/IeHME O BHECEHUU TaKUX
M3MeHeHUN No dopme, YCTaHOBIEHHOW YMNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM MUCMOIHUTENbHOM
B/lACTU, M Mpuiaraemble K HemMy W3MEHEeHMA B YKasaHHble [AOKYMEHTbl, a TaKXKe [AOKYMEHTbI,
noaTeepKaatolme Heobxoa4MMOCTb BHECEHWS TAKUX USMEHEHUN.

(B pen,. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 04.06.2018 N 140-$3, o1 30.01.2024 N 1-$3)

1.1. Npn Heo0bXx0AMMOCTM BHECEHMA B AOKYMEHTbI, COAepKaLLMecs B PErMCTPaLMOHHOM A0Cbe Ha
3apernucTpUpoBaHHbIA  NIEKAPCTBEHHbIM NpenapaTt A1 MeAWUMHCKOrO NPUMEHEHUA, WU3MEeHeHUM
OTHOCUTE/IbHO MecCTa MNPOM3BOACTBA JIEKAPCTBEHHOrO npenapata AAA MeAMLMHCKOrO MPUMEHEHMUS,
Tpebyowunx NpoBeaeHUA 3KCNepTM3bl KauyecTBa JIEKAPCTBEHHbIX CPeACTB, 3aaBUTENb AOMOJAHUTENIbHO
HanpaeaseT MnocpeacTBOM  €4MHOro  MNoptana B YNOJHOMOYEHHbIM  deaepanbHblt  opraH
WUCMOMIHUTENIbHOM  BNAacTM  WAW  INYHbIA  KabuHeT ynonHomoYeHHoro deaepanbHOro opraHa
NCNONIHUTENbHON BNACTU B €4ANHON CUCTEME:
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1) cBefeHMA 0 AaTe NPenoCTaBAEHUA U PETUCTPALMOHHOM HOMEpPE JIMLLEH3UN Ha NPOU3BOACTBO
NIEeKAPCTBEHHbIX CPEACTB, A TaKXKe KOMUIO 3aKJ0YEHNA O COOTBETCTBMM NPOU3BOAMUTENA IEKAPCTBEHHbIX
CPeAcTB ANA MeAMLMHCKOrO NpumMeHeHMsa TpeboBaHMAM MpaBuA Haafexallel Npou3BOACTBEHHOM
NPaKTUKU, WUAM KOMUIO cepTUudMKaTa COOTBETCTBMA MNPOU3BOAUTENA JIEKAPCTBEHHbLIX CPEACTB AAA
MEOVLMHCKOTO NPUMEHeHUs TpeboBaHMAM MpaBuMA Haafexawein npouM3BOACTBEHHON NPAKTUKK
EBPasMMNCKOro 3KOHOMMYECKOTO COH33a, BbIAAHHbBIX YMNOJHOMOYEHHbIM deaepasbHbIM  OpraHoOM
WUCNONIHUTENIbHON BNAcCTU B OTHOLLUEHUU WU3MEHEHHON W (MaM) AOMNONHEHHOW MPOM3BOACTBEHHOM
NJOWAAKN NEeKapCTBEHHOTO Mpenapata AAA MeAMUMHCKOTO MPUMEHEHMA, WM KOMUIO peLleHuA
ynosHOMOYeHHOro desepasbHOro opraHa UCNONHUTENbHOM BAACTU O NpoBeAeHUN dpapmaLLeBTUHECKON
WMHCNEKLMM NPOU3BOLCTBA JIEKAPCTBEHHbIX CPEACTB A5 MEOULIMHCKOTO NMPUMEHEHMA HA COOTBETCTBUE
TpeboBaHMAM MpPaBWA HagneXkallei NpPOUM3BOACTBEHHOM MPAKTUKM EBPA3MIMCKOro 3KOHOMMYECKOTO
Colo3a B OTHOLUEHUM W3MEHEHHOW U (MAM) JONONHEHHOW NPOU3BOACTBEHHOM MOLWAAKM
NIeKapCTBEHHOIO npenapata AnAd MeAMUMHCKOrO NPUMEHEHWs B C/lydYae, eCcan Npou3BOACTBO
JIeKapCTBEHHOIO NpenapaTa ocywecteasetca B Poccuinickon Pepepaumu;

2) Konuto NpeaocTaBAEHHON YNOJIHOMOYEHHbIM OpPraHOM CTPaHbl NPOM3BOAUTENA JINLEH3UM Ha
Npou3BOACTBO /IEKapCTBEHHOro npenaparta A1a MeAULMHCKOTO NPUMEHEHNS U ee NepeBos Ha PYCCKUi
A3blK, 3aBEPEHHble B YCTAHOBNEHHOM TMOPAAKE, a TaKMXKe KOMWUI0 3aK/4YEeHMA O COOTBETCTBMMU
Npou3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBWU/l Hag/eXKaleh Npou3BOACTBEHHOM
NPaKTUKU, WM KOMUio cepTudMKaTa COOTBETCTBMA MPOU3BOAUTENS NIEKAPCTBEHHbIX CPEeACTB AnA
MeAULMHCKOrO NpuUMeHeHuss TpeboBaHMAM MpPaBu HaA/exalwen npousBOACTBEHHOM MNPaKTUKK
EBPasMMCKOro 3KOHOMMYECKOTO COH033, BbIAAHHbLIX YMNOJHOMOYEHHbIM deaepanbHbIM  OpPraHoOMm
WUCNONHUTENbHON BNAacTU B OTHOLUEHWUM M3IMEHEHHON W (MAM) AONONHEHHOW NpPOM3BOACTBEHHOM
NAOLWAAKN IEKAPCTBEHHOTO NpenapaTta, Uan KONWUIo pelleHns YNoSHOMOYeHHOro desepasibHOro opraHa
NCNOSIHUTENbHOM BNACTU O NPOBeAEHUN dapMaLEBTUYECKOM MHCMIEKLMN NPOM3BOACTBA IEKAPCTBEHHbIX
CpPeacTe Aaa MeAMUMHCKOTO MNPUMEHEHMs Ha COOTBeTCTBMEe TpeboBaHMAM NpPaBUA Haasexallein
NPoOn3BOACTBEHHON MPAKTUKM EBPa3MICKOro 3KOHOMMYECKOro CO3a B Cayyae, eciiM Npou3BOACTBO
JIeKapCTBEHHOIO NpenapaTa OCyLecTBAAETCs 3a npegenamm Poccuiickon degepaumu.

(yactb 1.1 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.2. Mpu HeobX0ANMMOCTN BHECEHMA B AOKYMEHTbI, COAEPKALUMECA B PETUCTPALMOHHOM A0Cbe Ha
3aperncTpupoBaHHbIi  IEKApPCTBEHHbIN npenapaT A48 MeAUUMHCKOTO MNPUMEHEHUA, WU3MEHeHUI
OTHOCUTE/IbHO MOKa3aTenein KayecTBa JIeKapCcTBEHHOro npenaparta Aaa MeAuLUMHCKOro NPUMeHeHUa U
(Mnn) meTomOB KOHTPO/IA KadyecTBa JIeKapCTBEHHOro npenapata A8 MeAULMHCKOro MpUMEHEeHMUs,
Tpebyowmux NpoBeaeHUA 3KCNepTM3bl KayecTBa /IeKapCTBEHHbIX CPe/CcTs, 3aaBUTeNb AOMOAHUTENbHO
HanpasiAeT MnocpeACcTBOM eAMHOro noptana B  YNOJAHOMOYEHHbIM  deaepanbHbI  opraH
WUCNONHUTENbHOW BAacTU  WMAM  JIMYHBbIK  KabWHET ynoJHOMOYEeHHOro deaepanbHOro opraHa
NCMONHUTENbHOM BAACTM B € ANHOM CcucTeme:

1) cBeaeHMA 0 gaTe NpefoCTaB/ieHUsA U PErncTPaLMoOHHOM HOMepe JIMLLEH3UN Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeACTB WAW CBeAEeHMs O JaTe NpefocTaBAeHUA W PerucTpaumoHHOM Homepe
3aK/0YEHMA O COOTBETCTBUM MNPOU3BOAUTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBun
HaZnexKalllei Npou3BOACTBEHHOM MPaKTUKU UKW KOMUIO cepTUdMKaTa COOTBETCTBMA MPou3BoaUTENs
NIeKapCTBEHHbIX CPeacTB ANA MEeOMUMHCKOTO MpPUMEHeHUs TpeboBaHMAM NpaBuMA  HaAfeskallei
NPOW3BOACTBEHHOM MPaKTUKM EBPA3MIiACKOro 3KOHOMMYECKOTO COHo3a, BblAaHHbIX (NpeaocTaBAeHHbIX)
YNOJIHOMOYEHHbIM pefepanbHbIM OPraHOM UCMOAHUTENbHON BNAacTU B OTHOLIEHWUU NPOU3BOACTBEHHON
NAOWAAKN NeKapCTBEHHOrO npenaparta, B C/y4Yae, ecan MPOM3BO/ACTBO JIeKapCTBEHHOro npenapara
ocyulectsnsetca B Poccuiickoin depepaumu;

2) KOnuio NpeaoCcTaBAeHHOW YNOAHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAMTENA NULLEH3MM HA
NPOM3BOACTBO /IeKaPCTBEHHOro NpenapaTa 418 MegUMUUMHCKOro NPUMEHEHNA U ee NepeBos, Ha PyCCKU
A3blK, 3aBepeHHble B YCTAHOBAEHHOM MOPAAKe, a TaKXe cBeAeHMA O gaTe NpPeaoCTaBNeHWA U
PerncTpaunMoHHOM HOMepe 3aKNYEeHWA O COOTBETCTBMM MPOM3BOAMUTENS JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpPaBUA  HAA/eXKawel NPOWM3BOACTBEHHOW MPAKTUKKU, WAM  KoMutlo cepTuduKaTa
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COOTBETCTBUA MPOM3BOAUTENA NIEKAPCTBEHHBIX CPEACTB A1A MeAULMHCKOrO NpuMeHeHusa TpeboBaHMAM
npaBuA Hagnexalen NPon3BoACTBEHHON NPAKTUKM EBPA3MIACKOr0 SKOHOMMYECKOrO CO3a, BblAAHHbIX
YNOJIHOMOYEHHbIM PesepanbHbIM OPraHOM UCMOAHUTEIbHOM BIACTU B OTHOLIEHWUW NPOWU3BOACTBEHHOM
NJOWAAKN NEKAPCTBEHHONO NpenapaTta, UAM CBEAEHMA O JaTe NpefoCTaBAeHUs U PErnCcTPaLUOHHOM
HOMepe pelleHns ynoJHOMOYEeHHOro ¢peaepanbHOr0 opraHa UCMOJIHUTENbHOM BAACTU O NPOBEAEHUM
dapmaLLeBTMYECKON  MHCMEKUMM NPOM3BOACTBA /IEKAPCTBEHHbIX CPeACTB  ANA  MeAULMHCKOTo
NPUMeEHEHNA Ha COOTBETCTBME TPebOBaHMAM NPABUN HagNeXKalleh MNpPOU3BOACTBEHHOW MNPAKTUKM
EBpasuMMCKOro  3KOHOMMWMYECKOTO  COHO33a, €CAM  NPOM3BOACTBO  NEKAPCTBEHHOrO  MpenapaTta
ocylwiecTsnfeTca 3a npegenamm Poccuiickon ®epepaumn.

(yacTb 1.2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.3. MNpuHATME pelleHnAa O BHECEHUM U3MEHEHU Uan 06 OTKase BO BHECEHWM U3MEHEHUN B
OOKYMEHTbI, COoAeprKalimMeca B PEerncTpaLMoOHHOM [0Cbe Ha 3aperncTPUpoBaHHbIN NEKAaPCTBEHHbIN
npenapat Anda MeAMUMHCKOrO MPUMEHEHMUA, B Cay4ae HeobXOoOMMOCTU NPOBEAEHMA IKCNEPTU3bI
KayecTBa JIEKapPCTBEHHbIX CPEACTB U (MN1M) IKCMepPTU3bl OTHOLLEHMA OXKMAAEMON NOb3bl K BO3MOXKHOMY
PUCKY NPUMEHEHWA NeKapCTBEHHOrO npenapaTa gaa MegUUMHCKOro NPUMEHEHMA OCYLLECTBAAETCA B
CPOK, He NPeBbIWAWMIA NATUAECATU PAabOUNX AHEN, @ B OCTANIbHbIX CY4anX B CPOK, HE MPEeBbILLAOLWMIA
aecatn paboumx AHel cO AHA HanpaB/ieHUA MOCPeACTBOM eAMHOro MopTana B YNOAHOMOYEHHbIN
depepanbHbI OpraH UCNOSHUTENBHOM BAACTU UAM NINYHBIN KAaBWHET yNoNHOMOYeHHOTo denepanbHOro
opraHa UCNoOJIHUTENbHOW BNACTU B €AMHON CUCTEME 3aAB/IEHNA O BHECEHUWN TAaKUX N3MEHEHUA.

(yacTb 1.3 BBegeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.4. YnonHoOMoOYeHHbI ¢eaepanbHbii OpraH MCNOAHUTENIbHOW BAACTU C YYETOM Pe3ynbTaTos
dapmaKoHaa30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FParKAaHCKOM
obopoTe, ycTaHOBNEHHbIM TPeOOBAHUAM K WX KAyecTBY B TeyeHWe fAecATM paboumx aHel co AOHs
NOCTYN/I€HUA COOTBETCTBYHOLWEN MHPOPMALMM pasmellaeT Ha cBoemM oduuManbHOM caliTe B CeTH
"MHTepHeT" cBegeHMA 0 HeobXxoAMMOCTM BHECEHMA B MHCTPYKLUMIO MO MEeOULMHCKOMY MPUMEHEHMUIO
JIeKapCTBEHHOTO Mnpenapata U3MEeHEeHW B OTHOLWIEHWW CBEAEHMM O MOKA3aHWUAX ONA NPUMEHEHUA U
NPOTUBONOKA3AHMUAX A1A NPUMEHEHWA NEKAPCTBEHHOrO NpPenapaTa, BbiABAEHHbIX MOOOYHbIX AENCTBUSAX,
He)XenaTesbHbIX peakumAx Npyu NPUMEHEHMUM NEKAPCTBEHHOrO Npenaparta M HanpasaseT NoAnMCcaHHoe
YCUIEHHOW KBaMPULMPOBAHHOM 3N1EKTPOHHOW NOANUCHIO YBEAOMIEHUE B INYHbIMA KabUHET 3aaBUTENSA
B €AMHOW cUCTeMe, a TaKKe B JIMYHble KabuHeTbl 3aaBuTesel B eAMHOW cUCTeMe, SABAAIOLLMXCS
Jep)KaTenamm  UAM  BAAAENbLaMW  PEerncTpPaumMoHHbIX  YAOCTOBEPEHMA  B3aMMO3aMeEHAEMbIX
JIeKapPCTBEHHbIX NpenapaToB (MM YNOJAHOMOYEHHbIX UMW APYIUX IOPULUYECKUX NTULY).

(yacTb 1.4 BBegeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.5. depatenb nnu snageney, perMcTpaumoHHOro yaoCToBepeHNA eKapCTBEHHOrO NpenapaTa, a
TaKXKe geprkaTenu UAM BRafesnblbl PEerMcTpaLMOHHbIX YAOCTOBEPEHUIA JIEKAPCTBEHHbIX MPenapaTos
(MNM ynonHomoueHHble UMK ApYyrve lpuanuYeckne uua), KoTopble ABAAIOTCA B3aMMO3aMeHAEeMbIMMU,
06A3aHbl HAaNpPaBWUTb B JINYHbIA KabMHET ynonHoMmo4yeHHoro deaepasibHOro OpraHa MCMOJIHUTEIbHOM
B/1IACTU MOAMNMCAHHbIE YCUNEHHBbIMU KBAaNMPUUMPOBAHHBIMW 3EKTPOHHBIMW MOAMUCAMU 3a8BAEHUS O
BHECEHMM M3MEHEHWN B  [AOKYMEHTbl, coZepKawmecs B  pPErucTpauMoOHHbIX  AoCbe  Ha
3apPerucTpUpPOBaHHbIE JIEKAPCTBEHHbIE MpenapaTtbl ANA MeAULMHCKOTO MPUMEHEHUA, B OTHOLLIEHUM
CBELEHUN, YKA3aHHbIX B MHCTPYKLUN NO MeAULMHCKOMY NMPUMEHEHUIO SIEKAapPCTBEHHbIX NPenapaTos, B
TeyeHMe copoka paboumx AHEeNn co AHS MNOAyYeHMUA YNOJHOMOYEHHbIM defepanbHbIM OpraHoMm
WCMNOJIHUTE/IbHOW BAACTU 3/1EKTPOHHOTO YBEAOMJIEHMA O MNOJIYYEHUU AepKaTenem WMAW BAaAeNbLeM
pPerncTpaLnoHHOro yaoCTOBEPEHUA JIEKAPCTBEHHOrO npenaparta (MAM yNnoNHOMOYEHHbIM MM APYrUm
OPUANYECKMM NULOM) MHPOPMALIMK, YKa3aHHOM B YacTu 1.4 HacToAllel cTaTbUu. [laHHOe TpeboBaHue
He pPacnpoCTPaHAETCA Ha CAy4anm BHECEHMA B WMHCTPYKUMIO MO MeAUUMHCKOMY MNPUMEHEHUIO
NIEKapCTBEHHOrO npenapata WM3MEHEHW B OTHOLWIEHWM HOBbIX MOKasaHWM ANA NPUMEHeHuA
JNIeKapCTBEHHOrO npenapaTta Ha OCHOBAHUM Pe3y/1bTaTOB COOTBETCTBYHOWMX UCCEA0BaHUIA.

(yacTb 1.5 BBeaeHa deaepanbHbiM 3aKoHOM OT 27.12.2019 N 475-d3; B pea. PenepanbHOro 3akoHa ot
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30.01.2024 N 1-®3)

2. PeweHne 0 NpoBeAeHMM IKCNEepTM3bl KAauecTBa JIEKAPCTBEHHbIX CPeAcTB U (MM) SKCnepTusbl
OTHOLLEHWA OXMOAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NIeKapCTBEHHOMO npenaparta gnA
MEONLMHCKOTO MNPUMEHEHUA MNPUHUMAETCA B COOTBETCTBUU C YTBEPXKAEHHOM YMNOJHOMOYEHHbLIM
denepanbHbiM OpPraHOM WCMOJIHUTE/IbBHOW BAACTU  KaaccuduKaumen MU3MEHEHW, BHOCMMbIX B
OOKYMEHTbI, COAeprKallMeca B PErucTpalMoOHHOM [0Cbe Ha 3aPervcTPUPOBAHHbIN /IeKapCTBEHHDIN
npenapar.

(yacTb 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-3)

3. 3asaBuTenb BrpaBe MNPeAcTaBUTb MO COOCTBEHHOW MHUUMATMBE BMECTe C 3aAB/IEHUEM O
BHECEHMM U3MEHEHUA B  [OOKYMEHTbl, cofeprkalimeca B  PErncTpauMoHHOM  Aocbe  Ha
3aPErncTPUPOBaHHbIM  NEKAPCTBEHHbIM nNpenapat And MeAMUMHCKOTO MNPUMEHEHUA, PEKBU3UTDI
OOKYMEHTOB, MNOATBEPKAAOLWMX YNAATy rocyAapCTBEHHOM MOLWAMHbI 33 BHECEHUE B [AOKYMEHTHI,
coaeprKalwmecs B PermcTpauMoHHOM [0Cbe Ha 3aperncTpuUpoBaHHbIM NIeKAPCTBEHHbIM NpenapaT ans
MEAULMHCKOTO MPUMEHEHUS, W3MEHEHMUI, TPebylowmx nNpoBedeHMA 3SKCMepTU3bl JIEKAPCTBEHHbIX
CpPeacTB B 4YacTU 3KCNEpPTM3bl KayecTBa /IEKAPCTBEHHOrO cpeacTBa M (MAKM) 3KCNepTU3bl OTHOLIEHUS
OXMA3EMON MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMA NeKapCTBEHHOro npenapaTta Ans
MeANLMHCKOIo NPUMEHEHMA, FOCYAaPCTBEHHOM MOLW/IMHBI 32 BHECEHWE B AOKYMEHTbI, COAEpKaLmecs B
PEernmcTpauMoOHHOM [0Cbe Ha 3apermcTpMpOBAHHbLIA JIEKAaPCTBEHHbIM MpenapaT gas MeauLMHCKOro
NPUMEHEHWSA, USMEHEHWI, HE TPebYIoLWMX NPOBEeAEHUA IKCMEPTU3bI IEKAPCTBEHHOIO CPEACTBA, a TaKKe
BblgaBaemble (nNpeaocTaBasieMble) YNOJHOMOYEHHbIMU deaepanbHbIMM OpraHaMm UCMOJIHUTENbHOM
BNACTU AOKYMeHTbl (cBeaeHus), yKasaHHble B vactax 1.1 u 1.2 HacToswen cratbn. B cayvae ux
HenpeacTaB/ieHUs YNOJHOMOYEHHbIM defepasibHblit OpraH MCNOJHUTENbHOW BAAcTU 3anpallnBaeT
yKasaHHble  OOKYMEeHTbl (CBegeHus) B MOpALKE  MEKBEAOMCTBEHHONO  MHOOPMALMOHHOIO
B3aMMOAencTBuUS.

(B pen,. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-03, o1 30.01.2024 N 1-03)

4. B TeyeHue nNATU paboumnx AHel Co AHA NOCTYN/IeHUN YKa3aHHOro B YacTu 1 HacToAwen cTaTby
3aAB/IeHNA N HEeOobXOOAUMbIX AOKYMEHTOB YMNONHOMOYEHHbIN denepanbHblii OpraH MCNOAHUTENbHOM
BAACTU:

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) npoBOAUT NPOBEPKY MNO/IHOTbI U OCTOBEPHOCTU CBeAEHMl\;I, cogeprKawmnxca B npencraBaieHHbIX
3aABUTENEM MaTepPUanax;

2) NPUHNMAET peLleHne O NPOBEAEHMM YKa3aHHbIX B YaCTW 2 HACTOALLEN CTaTbl COOTBETCTBYHOLLLMX
3KCMEepPTM3 NEKAPCTBEHHOTO CpeacTBa UM 0b oTKase B UX NPOBeAEeHUM;

3) HanpaBnsieT B JIMYHbI KabWHeT 3afBUTENA B eAWHOW cucTeMe MOoANMCAHHOE YCUNEHHOM
KBaNMOUUMPOBAHHOW 3/1EKTPOHHOW MNOAMUCLIO YBEAOM/IEHME O MPUHATOM PELUEHUN MAW B C/lydae
NPUHATUA pelleHna o6 OTKase B MPOBeAEHUM COOTBETCTBYIOLLEN 3KCMEepPTU3bl C yKasaHMeM MNpUUUH
TaKoro oTKasa.

(B pea. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

4.1. B cnyyae BbIIBEHMA HELOCTOBEPHOCTM CBEAEHWM, COAEpPKaMXcA B NPeACcTaB/eHHbIX
3aABuTeIeEM MaTepmanax, ynoSIHOMOYEHHbIN desepanbHbI OpraH UCNONHUTENBHOW BAACTU HanpaBasaeT
B JIMYHbIN KabuHeT 3aABUTEeNA B eAMHON cucTeme 3anpoc o6 YTOYHEHWWM YKa3aHHbIX CBeAEHWH,
NoAMNMUCaHHbIN YCUNIEHHOW KBAIMPULMPOBAHHOMN 3/1EKTPOHHOM NOANUCHIO.

(yactb 4.1 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.2. 3aaBuTeNb 06A3aH HanNpaBWTb B INYHbIA KabUHET ynonHomo4vyeHHoro deaepanbHOro opraHa
WUCNO/IHUTENbHON BAlaCTU B eAMHON CUCTEME MOAMUCAHHbIM YCUNEHHOM KBannULMPOBAHHOM
3NEeKTPOHHOM NOoANUCLIO OTBET Ha 3anpoc YyNoaAHOMOYeHHoro ¢deaepanbHOro opraHa UCNOHUTENbHOM
BNACTU B CPOK, He MpeBblllalowmnii aesaHocTa paboumx AHel Co AHA NOoAyYeHUA YNOJAHOMOYEHHbIM
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benepanbHbIM  OpPraHOM WCMONHUTE/IbHOM BAACTU  3/IEKTPOHHOMO YBEAOMJ/IEHUA O MOJYYEHUM
3aABuTeNEM AaHHOro 3anpoca. CpoK, yKasaHHbIN B 4acTu 4 HacTosALLelN CTaTbW, NPUOCTAaHABAIMBAETCA CO
OHA HanpaBieHWA B JIMYHbIN KabWHeT 3aaABMTeNs B eAMHOW CUCTEME 3amnpoca YNOJHOMOYEHHOrO
depepanbHOro opraHa WCAONHUTENBHOM BAACTM A0 [AHA HAMNPaBAeHMA B  /JIMYHbLIA  KabuHet
ynosHOMOYeHHOro deaepanbHOro opraHa MCMONHUTENBbHOM BNACTU B €4MHOM CUCTEME OTBETa Ha
OAHHbIM 3aNpOC M He YYUTbIBAETCA NPU UCHUCIEHUM CPOKA NMPUHATUA PELLEHMUA O BHECEHUWN U3SMEHEHUI
B OOKYMEHTbI, cogepKalmeca B PErncTpaLMoHHOM A0Cbe Ha 3aperMcTPUpPOBAHHbIN NEKAPCTBEHHbIN
npenapar a8 MeaAnUMHCKOrO NPUMEHEHMS.

(yacTb 4.2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMeM A/1a OTKa3a B MPOBEAEHUM YKa3aHHbIX B YaCTU 2 HACTOALWLEN CTaTbu IKCMNepTus
ABNAETCA NpeacTaB/ieHMe AOKYMEHTOB, NEPEeYMUCIEHHbIX B YacTax 1 1 3 HacToALWwen cTaTby, B HEMNOJNHOM
obbeme, HenpeacTaBAeHWE 3aABMTE/IEM B YCTAaHOBJ/IEHHbIA CPOK OTBETa Ha YKasaHHbIM B 4Yactm 4.1
HACTOALLEN CTaTbM 3aMpoOC YNOJIHOMOYEHHOro deaepasibHOro OpraHa UCNOMIHUTENbHOM BNACTH, a TaKXKe
OTCYyTCTBME B  MNPEACTaBNAEHHbIX  AOKYMEHTaX  AOCTaTOYHbIX  CBEAEHWN, NOATBEPXKAAHOLLMX
HEeobX0AMMOCTb BHECEHMA U3MEHEHWUIN, UM OTCYTCTBME MHPOPMALIMK, NOATBEPKAAIOWEN GaKT ynaaThbl
rocyAapCTBEHHbIX MOLW/MH, YKa3aHHbIX B YacTM 3 HACTOALLLEN CTATbW.

(8 pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-93)

6. YKa3aHHble B 4acTM 2 HACTOALLEN CTATbW IKCMEPTU3bl NPOBOAATCA B NOPALKE, YCTAHOBNEHHOM
cTaTbel 23 HacToswero PegepanbHOro 3akoHa.

7. B cpoK, He npeBblWwaowWwmn NaTM paboumx AHeN co gHA HanpaB/ieHMA NOCPeACTBOM eANHOro
nopTtasia B YNOJIHOMOYEHHbIM ¢eaepanbHbii OpraH WUCMOJIHUTE/IbHOW BAACTU WUAW JIMYHbLINM KabuHeT
YNoJHOMOYEHHOro defepasbHOro opraHa MCNOAHUTENIbHOM BAACcTU B €4MHOM CUCTEME MOAMMCAHHbIX
YCUAEHHbBIMM KBAaMOUUMPOBAHHBIMU SNEKTPOHHbBIMM NOAMNUCAMM 3aKOYEHUIN KOMUCCUIA SKCMEPTOB MO
pe3ynbTaTam YKasaHHbIX B 4acTW 2 HACTOALWEN CTaTbM IKCMEPTM3, YNOJHOMOYEHHbIN deaepanbHbii
OpraH UCMONHUTEIbHOM BAACTK:

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

1) nNpuHMMaeT peweHne O BHeCeHUU U3MEHEeHUN B AOKYMEHTbI, coaepxawmeca B
PErMcTpauMoHHOM A0Cbe Ha 3aperMCTpMPOBaHHbIl71 HEKapCTBEHHbIVI npenapar agna meaumunHCKoro
npuUMeHeHnAa, nn 06 0TKase BO BHECEHUU TaKUX N3MEHEHUN;

2) BHOCMT B FOCYZLapCTBEHHbIA pPeecTp /IeKapCTBEHHbIX CPEeACTB Ha OCHOBAHUWM pelleHUAa o
BHECEHUW  M3MEHEHMI B  [OOKYMEHTbl, COoAeprKalimMecs B  PErmcTpauyMoHHOM  AOCbe  Ha
3aperucTpupoBaHHbI JIEKapCTBEHHbIM npenapat A8 MeAMUMHCKOro MpUMeHeHus, Heobxoaummble
U3MEHeHus;

(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) BblaaeT 3aABUTEN0 HOBOE PEerncTpauMoHHOEe YAOCTOBEPEHWE NEKAapPCTBEHHOrO MpenapaTta B
Cnyvyae U3MEHEHUA CBELAEHUN, COAEPIKALLMXCA B HEM, MyTEM Hanpas/eHWA 3aABUTENI0 MOCPeLCTBOM
€4MHOro NopTana UuM B IMYHbIM KabUHET 3a8BUTENA B €AUHOIN CUCTEME BbIMUCKU U3 TOCYAAPCTBEHHOIO
peecTpa /IeKapCTBEHHbIX CPeacTB, MNOAMUCAHHON YCUAEHHON KBaAUPULMPOBAHHOM 3NEKTPOHHOMN
noAnuChIo.

(n. 3 BBepeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pen. desepanbHOro 3akoHa oOT
30.01.2024 N 1-93)

8. OcHoBaHMem AnAa OTKasa BO BHECEHUM M3MEHEeHUN B AOKYMEHTbI, coaepKauwuneca B
perncTtpatMoHHOM A0CbEe Ha BaperMCTpMpOBaHHblf/’I HEKapCTBEHHbIl‘/JI npenapar gna meagumunHCKoro
npumeHeHunAa, ABnAeTCA 3aKak4yeHne YynoJIHOMOYEHHOTO d)ep,epaanoro OpraHa NCNONHUTENbHOMN
B/1aCTU O BO3MOXHOCTU CHUXEHUA 6e30ﬂaCHOCTM, Ka4yecTBa, 3¢¢GKTVIBHOCTVI NNeKapCTBEHHOIO CpeacrTea
B C/ly4ae BHeCEHUA TaKnx N3MEHEHUN.

9. l£|,OI'IYCKaETC‘r'I o6pau.|,eHl4e NEeKapCTBEHHbLIX MpPenapaTtoB 414 MegULMHCKOro npumeHeHua Ao
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UCTEYEHMA CPOKa rogHOCTM, NPOU3BEAEHHDBIX B TEYUEHWE CTAa BOCBMUAECATU AHEW Nocne AaTbl NPUHATUA
YNONIHOMOYEHHbIM pesepanbHbIM OPraHOM UCMONHUTENBHOM BAACTU peLeHUA O BHECEHUN U3MEHEHWI
B JOKYMEHTbl, CoAeprKalmeca B PerucTpauMoHHOM [0Cbe, B COOTBETCTBMM C WHPOpmaLmel,
cogeprKallenca B [AOKYMEHTaX PerucTpaumMoHHOro [0Cbe Ha JIeKapCTBEHHbINM npenapat A0 AaTbl
NPUHATUA TAaKOTO peLleHuns.

(yactb 9 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

10. MpasutenbctBo Poccuitckoir depepaunm BnpasBe YCTAaHOBUTb OCOBEHHOCTM BHeceHuA
M3MEHEHUA B [AOKYMEHTbl, COAEprKallMecs B PErucrpauMoOHHOM [OCbe HA 3aperMcTpMpoBaHHbIN
NIeKapCTBEHHbIA npenapat A8 MeAMUMHCKOTO MPUMEHEHMA, B Cayvae aedeKTypbl WAW puUCKa
BO3HWKHOBEHMA AedeKTypbl NEeKAPCTBEHHbIX MPenapaToB B CBA3M C BBEAEHMEM B OTHOLIEHWUM
Poccuiickolt ®epepaumm orpaHUYUTENbHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(yacTb 10 BBeaeHa ®eaepanbHbiM 3akoHOM oT 08.03.2022 N 46-3)

KoHcynbTaHTlAKOC: NpumeyaHue.
Monoxenua ct. 31 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs NpenocTaBAeHUA roc. YCayr
nocpeacTBom egmMHOro noptana, npumeHatotca ¢ 01.01.2026.

CratbAa 31. BHeceHue n3ameHeHUt B AOKYMEHTbI, coaeprKalimeca B perucTpaLMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NEKaPCTBEHHbINM NpenapaT 418 BeTepUHAPHOro NpuMmeHeHusa

1. B uensax BHECEHUA U3MEHEHWIN B AOKYMEHTbI, COAEPKAMECA B PETUCTPALMOHHOM [0CbEe Ha
3aperncTPUpPoOBaHHbIM NeKAapPCTBEHHbIN NpenapaT Aaa BETEPMHAPHOrO MPUMEHEHUA, AepKaTenb Uau
BNafeneL, perncTpaumMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO MpenapaTa WaM YNoJHOMOYEHHOE MM
OpYyroe opugmyeckoe nnuUo (ganee B HacToAWEW CTaTbe - 3anABMTENb) HAMNpaBs/seT MOCPeACcTBOM
€AMHOro MopTana B YNOJHOMOYEHHbIN deaepasbHblit OpraH UCMONHUTENbHON BNACTU MOAMNUCAHHOE
YCUIEHHOWN KBAaNMPULLMPOBAHHOM 3/1EKTPOHHOM NOANUCHIO 3asBIeHNE O BHECEHMMU TaKUX M3MEHEHUI NO
dbopme, YCTAaHOBNEHHOM YMNOAHOMOYEHHbIM denepasbHbiM OPraHOM WCMOAHUTENIbHON BNACcTU, U
npuaaraemble K HEMY U3MEHEHWUA B YKa3aHHble AOKYMEHTbI, @ TaKKe AOKYMEHTbI, NOATBEPKAAOWME
HeobX0AMMOCTb BHECEHMA TaKUX W3MeHeHWh. [Mpu HeobxoAMMOCTM BHECEHUSA MW3MEHEHWN B
OOKYMEHTbI, CoAeprkalumeca B PEerMcTpalMoOHHOM [0Cbe Ha 3apPervcTPUPOBAHHbIN JIeKAapCTBEHHbIN
npenapat A4ns BETEPUHAPHOIO MPUMEHEHMA, B C/Ay4anax W3MEHeHUs U (MaM)  [oNoJSIHEeHus
NpPon3BOACTBEHHON MOLWAAKM IEKAPCTBEHHOMO CPeACTBA, @ TAaKKe M3MEHEeHUs NOoKasaTesieit KayecTsa
JIeKapCTBEHHOro npenapata 418 BETEePUHAPHOro NPUMEHEHUA U (MIM) METOAOB KOHTPOAS KayecTsa
JIeKapCTBEHHOrO npenapaTa 418 BETEPUHAPHOTO NPUMEHEHMUA 3a8BUTE b AOMNOHUTENbHO HanpasaAeT
nocpeacTBOM €AuHOro rnopTtana B YNOJHOMOYEHHbIM denepanbHbli OpraH MCMNOIHUTENbHOM BNACTU
cnegpyrolme JOKYMEHTbI (CBEAEHMSA):

(B pen,. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-93, o1 30.01.2024 N 1-03)

1) cBegeHWA 0 AaTe NpPeAoCTaBAEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UN HA NPOU3BOACTBO
NeKapCcTBEHHbIX CPeACTB, MPeAOCTaB/EHHOW MPOM3BOAMUTENIO JIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO NPMMEHEHMSA, ANA POCCUIUCKUX NpoM3BOAUTENEN;

(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBegeHMA 0 AaTe NpeaoCTaBieHUA U PEernmcTPaLMoOHHOM HOMEpPe NINLEH3UM Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeACTB, MNpeAocTaBAeHHOW npoussoauTento  dapmaueBTUYEcKol cybcTaHumu,
BXOAAWEA B COCTaB JIeKapCTBEHHOro npenaparta 41d BeTePUHapHOro NpUMeHeHUsa, ONA POCCUACKUX
npoussoautenei;

(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) KOnMnAa AOOKYMEHTA, BblAdHHONo0 YnNno/IHOMOYEHHbIM OpPraHOM CTpaHbl npoudBoauUTenA ANA
Ka)K,CI,Oﬁ I'IpOVIBBO,CI,CTBeHHOﬁ nAoWwaaKk1 NeKapCTBeHHOIO NpenapaTta ANnAa BETEPUHAPHOIO NPUMEHEHNA U
noateepXgatowero CooTBeTctBue npomssoanTena 1eKapCrBeHHOro npenapata TpE6OBaHVIHM npasun
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Hag/ieXKallelr npou3BOACTBEHHOM MPAKTUKU, M €ro nepeBof, Ha PYCCKMU A3bIK, 3aBEpPeHHble B
YCTAHOB/IEHHOM NOPSAKE, a TaKKe KOMUA 3aK104YEHMA O COOTBETCTBUM NPOM3BOAMUTENA JIEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  NpaBUA  HagnexKaleh  NpPOM3BOACTBEHHOM  MPAKTUKWU,  BblAaHHOrO
YNO/NHOMOYEHHbIM dpeaepasibHbiM OPraHOM UCNOJIHUTENbHOM BAACTM ANA KaXKAo0W NpousBoACTBEHHOM
NAOWAAKN NEeKAapCTBEHHOro npenapata A/19 BETEPUHAPHOro MPUMEHEHMUA, MO0 KonuA pelleHua o
nposeaeHNK WMHCMEKTUPOBaHMA npoussoauTens NIeKapCTBEHHbIX CpeAacTs, NPUHATOrO
YNO/NHOMOYEHHbIM dpeaepasibHbiM OPraHOM UCNOJIHUTENbHOM BAACTM ANA KaXKaoW NpousBoACTBEHHOM
NAOWAAKN NEeKapCTBEHHOrO npenapata 4719 BETePUHAPHOro MNPUMEHeHMA. YKasaHHble AOKYMEHTbI
NpeacTaBAAlOTCA B C/yvyae, eCauM MNPOM3BOACTBO JIEKAPCTBEHHOrO npenapaTta A/1a BeTepUHApPHOro
NpPMMeEHEHNs OCyLLEeCTBAAETCA 3a npeaenamm Poccuinckon degepaunm;

4) Konus OOKYMEHTa, BbIAHHOMO YMNO/JHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENA
dbapmaueBTUYecKom cybCcTaHumMm " noATBepKAAoLWero COOTBETCTBUE npoussoautens
dbapmaueBTUUECKON cybCTaHUMM, BXOAALWEN B COCTAB SIEKAPCTBEHHOMO NpenapaTa A41a BeTePUHAPHOro
npumeHeHua, TpeboBaHMAM MNPaBUA HaaNexkalleld NPOU3BOACTBEHHOM MPAKTUKM, U ero nepeBos Ha
PYCCKMMA A3bIK, 3aBEpPEHHble B YCTAaHOB/IEHHOM MNOpAAKe, B CAyyae, ecAuM NpPOM3BOACTBO
dbapmaueBTUUECKON CybCTaHLMM OCYLLLECTBAAETCA 3a Npegenamu Poccuiickot ®eaepaumm.

(yacTb 1 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

1.1. B cnyyae M3meHeHus U (MAn) AONONHEHUS MPOU3BOACTBEHHOM MIOLWALKM IEKAPCTBEHHOIO
CpencTBa AOKYMEHTbI, YKasaHHble B 4acTM 1 HacToAwei cTaTbW, NPeACTaBAAIOTCA 3aABUTENEM B
OTHOLLEHUM U3MEeHAEeMOW U (MAM) AONONHAEMOW NPOU3BOACTBEHHOM NAOWAAKU NEKAPCTBEHHOro
cpencTBa. PeweHne 0 BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECS B PErUCTPALMOHHOM [0Cbe
Ha 3apPerncTpMpPoBaHHbIA NEKAPCTBEHHbIM NpenapaTt 41a BETEPUHAPHOrO NPUMEHEHUA, nam ob oTKase B
MX BHECEHMW NPUHMMAETCA B Cayvyae HeobXo4MMOCTU NPOBEAEHUA 3SKCMEPTU3bl JIEKAPCTBEHHOIO
CpencTBa B CPOK, He MpeBbllatoWwmnii aeBaHocTa paboumx AHEN, a B OCTasIbHbIX C/y4anax B CPOK, He
NPeBbIWAOWMA TPUALATM pabounx AHel cO AHA Hanpas/eHMA MNOoCPeacTBOM eAMHOro nopTana B
YNOJHOMOYEHHbIN deaepanbHblii OpraH WCNOAHUTE/IbHOW BAAcTU 3asiBJIEHUA O BHECEHUM TaKuX
N3MEHEHUN.

(yacTb 1.1 BBegeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.2. B cnyyae peopraHuM3auMu Aep:kaTens MAn BnageNbla PerncTpaumMoHHOro yAOCTOBEPEHMUSA
NleKapcTBEHHOrO npenapaTta ANA BETepPUHaApPHOro NpuUMeHeHus, paspaboTyMka wauM npoussoauTenn
NleKapcTBEHHOro nNpenapaTa ANA BETEPUMHAPHOrO NPUMEHEHWA B 3aBIEHNN O BHECEHUU U3MEHEHUI B
AOKYMEHTbI, COAEp)Kalimecs B PEerucTpalMoHHOM A0Cbe Ha 3apPerMcTPUPOBAHHbIN €KapPCTBEHHbIN
npenapaTt A4/ BETEPMHAPHOrO MPUMEHEHMUA, YKa3blBalOTCA AaHHble AOKYMEHTa, MOATBEPXAatoLLero
BHECEHME COOTBETCTBYIOLLMX U3MEHEHWU B EQUHbIN roCyAapCTBEHHbIM pPeecTp ropuanyeckmx au, (ans
OpraHuM3aLMiA, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuitickoi ®eaepaumn), UAM MHOTO OOKYMEHTA,
NOATBEPKAAIOLLEIO PEOPraHM3aLLMIO IOPMAMYECKOro Anua (414 opraHM3aumi, He 3aperncTpMpoBaHHbIX
Ha Tepputopuu Pocculickoin degepaumn). 3asnBaeHMe O BHECEHWU W3MEHEHWUA B [OKYMEHTbI,
cofepKalimecs B PerncrpalMoOHHOM A0Cbe Ha 3aperMcTPMpPOBAHHBIN JIeKapCTBEHHBIM NpenapaTt aas
BETEPUHAPHOrO MPUMEHEHUA, U MpUAaraemble K Hemy JAOKYMEHTbl HAnpaBAsOTCA MOCPeACTBOM
eAMHOro NnopTana B yNo/JIHOMOYEHHbIN deaepanbHbli OpraH UCMNOJIHUTEIbHOW BAAcTU He No3gHee Yem
yepes TpuauaTb pabouux p[HEW CO AHA BHECEHMS COOTBETCTBYHOLWMX W3MEeHeHWUW B EpuHbIN
rocyZ,apCTBEHHbIN PeecTp puanYeckmx auL, (o1 opraHusaunii, 3aperncTpMpPoBaHHbIX Ha TEPPUTOPUM
Poccuiickoit ®eaepaumm) mamM co OHA NPUHATUA COOTBETCTBYIOWLErO0 AOKYMEHTa, MOATBEPXKAatoLLero
peopraHun3aumio lPUANYECKOro Anua (Ana opraHM3auuMii, He 3aperncTPUMpPOBaHHbIX Ha TeppUTOPUK
Poccuiickoit depepauun). B caydae peopraHvsaumu Aeprkatens MAW BAaAeNbla PerncTpaumoHHOro
YAOCTOBEPEHUA NIeKapCTBEHHOrO npenapaTta 414 BeTepuHapHOro NPUMEHEHUA 3aAaBJeHNe O BHECEHUU
M3MEHEHWA B [AOKYMEHTbl, COAEep’Kallmeca B PermcTpaumMoHHOM A0Cbe Ha 3aperMcTpMpOBaHHbIN
NeKapcTBeHHbIM npenapaT AAA BeTePUHAPHOrO MPUMEHEHMs, MOAAEeTCA PUAUMYECKUM /IMLOM,
KOTOPOMY B XO4E€ peopraHusaumMmM nepeaaHo npaBo BAAAEHMA TaKUM  PErMcTPaLMOHHbIM
yAOCTOBEpeHUEM.
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(yacTb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-d3; B pes. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

2. B cnyyae BHeCeHUs U3MEHEHUI B AOKYMEHTbI, cogepKaluimeca B pPermcTpauMoHHOM A0Chbe Ha
3aPEerncTPUPOBaHHbI NEKAPCTBEHHbIM Npenapat ANA BETEPUMHAPHOro MNPUMEHEHWUA, B OTHOLUIEHUMU
CBeAeHMN, yKasaHHbIX B noanyHkrax "e", "x", "k", "a", "H", "c", "X" nyHkTa 7 yactu 3 cratbu 17
HacTosAwero denepanbHOro 3aKoHa, U3MEHEeHUA U (MAKN) AONOJIHEHUA MPOM3BOACTBEHHOWM N/IOWAAKM
JNIEKapCTBEHHOIO CPeACTBa, a TaKXKe B C/ly4ae M3MEHEHWA MOKasaTesiel KayecTBa JIEKAapPCTBEHHOIO
npenaparta Ana BEeTePUHAPHOro MPUMEHeHUA U (MM) MeTOLOB KOHTPO/IA KayecTBa /IeKapCTBEHHOIO
npenapaTta gna BEeTEPMHAPHOro NPUMEHEHMA MPOBOAMTCA IKCNEPTM3A NIEKAPCTBEHHOIO CpeacTBa ANA
BETEPMHAPHOIrO NpMMeHeHusa. B cnyvyae HeobxoAMMOCTM BHECEHUA MHbIX U3MEHEHWN B AOKYMEHTHI,
cofeprKalwmecs B PermcTpalMoHHOM [0Cbe Ha 3apPerncTpUpoBaHHbIM IEKAPCTBEHHbIM NpenapaT ans
BETEPMHAPHOIo NPUMEHEHMSA, IKCNEepPTM3a NEeKaPCTBEHHOIO CPeAcTBa A1 BETEPMHAPHOrO NPUMEHeHMs
He NPoBOAUTCS.

(8 pea. PegepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. 3aABMTeNb BMpaBe MNPeAcTaBUTb MO COOCTBEHHOW WHWUUMATMBE BMECTe C 3aABAEHWEM O
BHECEHMM  U3MEHEHWA B  [OOKYMEHTbl, COAEep’Kaluneca B  PerncTpauMoHHOM  [OCbe  Ha
3aPErncTPUPOBaHHbIA  SIEKAPCTBEHHLIN MpenapaTt AnA BETEPUHAPHOTO MNPUMEHEHUS, PEKBU3UTDI
OOKYMEHTOB, MOATBEPXAAMOWMX YNAATy roCyAapCTBEHHOM MOLWJ/IMHbI 32 BHECEHUWE B [AOKYMEHTHI,
cogeprKalimeca B perncTpaumoHHOM AO0Cbe Ha 3aperMcTpuMpoBaHHbIA IEeKApPCTBEHHbIN NpenapaTt AnA
BETEPMHAPHOIO MNPUMEHEHMUA, M3IMEHEHWUN, Tpebylowmx NpPoBeAEeHMA 3SKCNEepPTU3bl JIEKAaPCTBEHHOIO
CpeacTBa, UAN U3MEHEeHUIH, He TpebyloWwmnx NpoBeAeHUA 3KCNepTU3bl SIeKapcTBEHHOro cpeactsa. B
cnyyvyae HeobxoAMMOCTU U3MEHEHUA CBEAEHMUMN, COAEPKALMXCA B PErUCTPALMOHHOM YAOCTOBEPEHUU
JIEKapCTBEHHOro npenapata 418 BETEPUMHAPHOro NPUMEHEHMA, C 3asBeHMeM, yKa3aHHbIM B Yactu 1
HacToAWEeN CcTaTbW, 3anABUTENb BMNpaBe MNpPeaCTaBuUTb MO COOBCTBEHHOM MHULUMATMBE PEKBU3UTHI
OOKYMeHTa, MOATBEPXKAAOLWEro ynaaTy rocyAapCTBEHHON MOLW/MHbBI 33 BblAayy PerncTpalMoHHOro
yOOCTOBEPEHUA J/IeKApCTBEHHOrO npenapaTa. 3asBuMTenb BrpaBe NpeAcTaBUTb MO  COHBCTBEHHOM
MHULUMATUBE CBEAEHMUA O NIMLLEH3MAX, YKa3aHHble B NyHKTax 1 n 2 yactu 1 HacToALWen cTaTbM, a TaKkKe
Bbl4aBaeMble YNONHOMOYEHHbIMU deaepasibHbIMM OpraHaMM WCNONHUTENIbHON BAACTU LOKYMEHTHI,
YKa3aHHble B NyHKTe 3 yacTn 1 HacToAwen cTaTbU. B cnyyae HenpeacTaBAeHMA YKa3aHHbIX 4OKYMEHTOB
(cBepeHU) ynonHoMoUeHHbIN denepasnbHblii OpraH UCNONHUTENIbHOW BAACTM 3aMnpallMBaeT yYKasaHHble
OOKYMeHTbI (cBeAeHMA) B NOpALKE MEKBELOMCTBEHHOIO MHGOPMALMOHHOIO B3aUMOAENCTBUS.

(B pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-$3, o1 30.01.2024 N 1-93)

4. B CpOK, He NpeBblWaloWwmin gecAt paboumx AHel co AHA MOCTYMN/IeHUA yKasaHHOro B Yactu 1
HACToALLEN CTaTbW 3asiBAEHMA U HEOBXOAMMBIX LOKYMEHTOB, YNOJHOMOYEHHbIN desepanbHblit opraH
MCMONIHUTEIbHOW BNACTU:

1) npoBoAuUT NPOBEPKY NO/IHOTLI U JOCTOBEPHOCTU CBGAEHMVI, cogeprKalmnxca B npeacrtaB/1€HHbIX
3aAaBuTenem AOKYMEHTAX;

2) nNpUHUMaeT peweHne O npoBegeHUn 3SKCNEPTU3bl NEKAPCTBEHHOIoO Cpeacresa 44
BeTepPUHAPHOro NnpumeHeHna naum 06 oTKase B ee nposeaeHun,

3) HanpasafeT NoOCPeACTBOM eAMHOrO MopTana  3asABuUTeN0  MOAMUCAHHOEe  YCUIEeHHOW
KBaMPULMPOBAHHOW 3/1EKTPOHHOW MOAMUCLIO YBEAOM/IEHUE O MPUHATOM pelleHUU UAU B Ciydae
NPUHATUA pelleHMA 06 OTKase B NPOBeAEHUW 3KCNEpPTU3bl NEKapCTBEHHOro cpeactsa  AnA
BETEPUHAPHOro NPUMEHEHMA C YKa3aHNEM MPUUNH TaKOro OTKa3sa.

(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. B cnyyae BbIfBIeHNA HELOCTOBEPHOCTU U (MIM) HeZ0CTaTOYHOCTU CBEAEHUIA, CoAepKaLLMXCA
B NPeACTaB/IeHHbIX 3aABUTEIEM MaTepuanax, ynolHOMOYEHHbIN degepanbHbld OpraH UCMONAHUTEIbHOWM
BJ1aCTW HanpasaseT MOCPesCcTBOM €4MHOro NnopTasa 3asaBMTEN 3anpoc 06 YTOUYHEHWW YKas3aHHbIX
CBeAEHUN, NOANUCAHHbINA YCUNEHHOM KBAaMDULMPOBAHHOM 31EKTPOHHOW NOAMNUCHIO.
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(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.2. 3asutenp 06A3aH HaNpaBuTb MNOCPEACTBOM €4MHOrO NopTasa B YNOJHOMOYEHHbIN
denepanbHblii  OpraH WCMONAHUTENIbHOW BAACTU  MOAMNWMCAHHLIN  YCUIEHHOM KBaAndUUMPOBAHHOM
3/IEKTPOHHOM NOANMUCBID OTBET Ha 3anpoC YNOJHOMOYEHHOrO peaepasbHOro OpraHa UCMOIHUTENbHOM
B/1IACTU B CPOK, He MpeBbIWAOWMA aeBAHOCTA pabounx AHel co AHA MOAYYEHWUS YNOJHOMOYEHHbIM
depepanbHbiIM  OPraHOM  UCMAONIHUTENbHOMW BAACTU  3NEKTPOHHOTO YBEAOMJEHMA O MOAYYEHUM
3aaBUTENIEM AaHHOrO 3anpoca. CpoKM, yKasaHHble B 4acTh 1.1 HacToALwen cTaTby, NPUOCTAHaBANBAKOTCA
CO [AHA HanpaBfeHMA NOCPEACTBOM €AMHOro MnopTana 3aaBUTENID 3anpoca  YNOJHOMOYEHHOro
denepanbHOro opraHa UCNONHUTENILHOM BAACTU 40 AHA HAaNpPaB/ieHUA NOCPeACTBOM eANHOro nopTana B
YNOJHOMOYEHHbIN deaepanbHblii OpraH MCNOAHMTENbHON BAACTM OTBETA HA AaHHbIMA 3anpoc U He
YUYUTBIBAOTCA NPU UCYUCIEHUM CPOKA MPUHATUA pPEeleHUA O BHECEHUUM M3MEHEHWI B AOKYMEHTbI,
cogeprkalmeca B perncTpaumoHHOM A0Cbe Ha 3apPerMcTpuMpOBaHHbLIA NIEKAPCTBEHHbIN NpenapaTt Ans
BETEPMHAPHOro NPUMEHEHUA.

(yacTb 4.2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMeM AnA OTKasa B NPOBeAEeHMM 3SKCNEepPTU3bl JIEKAPCTBEHHONO cpeacTBa AN
BETEPMHAPHOIrO MNPUMEHEHUs ABASETCA NpeacTaBAeHMEe [AOKYMEHTOB, YKasaHHbIX B 4actax 1 u 3
HacToALWen cTaTbk, B HENOJIHOM 06beme UM OTCYTCTBME B NPEACTaBAEHHbIX JAOKYMEHTaxX A0CTaTOUYHbIX
CBeAeHUN, NOoATBepKAalowmx HeobXoaMMOCTb BHECEHMA W3MeHeHun, nnMbo HenpeacTaB/ieHUe
3anABUTE/IeM B YCTaHOBJIEHHbI/ CPOK OTBETa Ha yKasaHHbIM B 4YacTu 4.1 HacToAwen cTaTbM 3amnpoc
YNOJIHOMOYEHHOTo pelepanbHOro opraHa UCMOIHUTEIbHOM B1acTu.

(8 pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. JKCnepTM3a /IeKapCTBEHHOMO CPeACTBa AN BETEPUHAPHOrO MPUMEHEHUA B LENsAX BHECeHUA
M3MEHEHUA B [AOKYMEHTbl, COAEp’KaliMeca B PernmcTpaumoHHOM [OCbe Ha 3aperncTpMpoBaHHbIN
NeKapcTBeHHbI npenapaT ANA BETEPMHAPHOTO NPUMEHEHMUA, OCYLLeCTBASETCA B  Mopagke,
YyCTaHOB/IEHHOM CTaTbel 24 HacToAwero PeaepanbHOro 3akoHa.

6.1. B cpok, He npeBbiWaoWmMii gecatTm pabouymx AHel co AHA HanpaBieHWs MNOCPEeACTBOM
e4MHOro nopTana B YNoJHOMOYEHHbIN peaepanbHblii OpraH UCMOMHUTENbHOM BAacTM NOAMNMCAHHOrO
YCUNEHHON KBanMGUUMPOBAHHOM 3NEKTPOHHOM MNOAMUCbIO 3aK/IIOYEHUS KOMMUCCMM 3SKCMEPTOB MO
pesynbTaTaM YKa3aHHOW B 4acTW 2 HACTOALLEM CTaTbM 3KCMEPTU3bl, YNONHOMOYEHHbIN deaepanbHbIi
OpraH UCNOJIHUTENIbHOM BNACTU:

(B pen. PepepanbHbix 3akoHOB 0T 02.08.2019 N 297-3, o1 30.01.2024 N 1-03)

1) npuMHMMaeT pelleHne O BHECEeHUM W3MEHEHWUA B [OOKYMEHTbl, coAepskalimeca B
PerucTpaumMoHHOM [0Cbe HA 3apernmcTpMpOBaHHbIA JIEKAPCTBEHHbIM MpenapaT A1 BeTepUHAPHOTro
NPUMeHeHWA, A 06 0TKase BO BHECEHMU TaKUX U3MEHEHU;

2) BHOCUT B TOCY[APCTBEHHbIN pPEecTp /eKapCTBEHHbIX CPEACTB Ha OCHOBAHUWM peleHus o
BHECEHUM W3MEHEHMI B  [AOKYMEHTbl, coJeprKalmeca B  PErucTpauMoHHOM  AOCbe  Ha
3aperucTpupoBaHHbIi IeKapCTBEHHbIM MNpenapaT 414 BeTepMHapPHOro NPUMEHeHus, Heobxoaumble
N3MeHeHusn;

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-3)

3) BblAaeT 3aABMTE/IO HOBOE PErucTpaLMOHHOE Y0CTOBEPEHME JIEKAapCTBEHHOMO npenaparta Ans
BETEPMHAPHOIo NPUMEHEHUS B C/ly4ae HEOOXOAMMOCTU USMEHEHMUA CBEAEHUI, COA4EPKALLMUXCA B HEM, C
COXpaHeHMemM HOMepa paHee BbIJAHHOTO PErucTPAUMOHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOIO
npenapara 415 BETEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBegeH PepepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBeaeHa PeaepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B cyyae BHECEHUA M3MEHEHUI B AOKYMEHTbI, COAEpKalLMecs B PErMcTpaumMoHHOM A0Cbe Ha
3aperncTpupoBaHHbI  NIEKAPCTBEHHbIM nNpenapaT A/1A BETEPUMHAPHOTO MPUMEHEHUS, B 4acT,
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Kacalowenca usameHeHua U (Man) [ONOAHEHWA NPOM3BOACTBEHHOM MNJIOWAAKN NIEKAPCTBEHHOMO
npenapara, Npy NpeAcTaBfeHUN 3asBUTENEM B COOTBETCTBUM C MYHKTOM 3 yacTv 1 HacToAwel cTaTbu
KOMUU peLleHUs ynoaHOMOYEeHHOro denepanbHOro opraHa WMCNOJIHUTENbHOW BacTM O MPOBEAEHUU
WHCMEKTUPOBAHNA NMPOMU3BOANTE/IA IEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTn 6.1 HacTosweln
CTaTbW, NPUOCTAHAB/IMBAETCA CO AHA MONYYEHUA 3aKNHOYEHMA KOMMUCCUM IKCMEPTOB A0 AHA NMPUHATUA
YNO/IHOMOYEHHbIM defepasibHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU peLleHna o Bblgadve uamn ob oTkase
B BblAaye 3aK/l04eHUs O COOTBETCTBMWN MPOU3BOAUTENA /IEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpaBu
Hagnexallen Npon3BoACTBEHHOM NPAKTUKN, HO He BoJiee Yem Ha CTO BOCEMbAECAT Paboumnx aHen.
(yacTb 6.2 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

7. OcHOBaHMEM [AfnA OTKasa BO BHECEHUM W3MEHEHMMA B [AOKYMEHTbl, cogep)Kawmeca B
PEerucTpaLMoOHHOM A0Cbe Ha 3aPervcTPUMpPOBaHHbLIA JIEKAPCTBEHHbIM MpenapaTt A1A BeTepPUHAPHOro
NPUMEHEHMA, B CAy4Yasnx, He TPebyowmnx NPoBeAEHNA IKCNEPTU3bl IEKAPCTBEHHOMO CPEeACTBa, ABAAETCA
npeAcTaBNeHNEe AOKYMEHTOB, YKa3aHHbIX B YacTax 1 U 3 HacToAweln cTaTby, B HENOJHOM 06beme MK
OTCyTCTBME B MPeACTaBAEHHbIX AOKYMEHTaX CBEAEHUIA, KOTOPbIE AOMMKHbI ObITb B HUX OTPaXKeHbl, TMb60
HenpeacTaBAeHWe 3aABUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIM B YacTu 4.1 HacToAwen
CTaTbW 3aNpoc yNoJIHOMOYeHHOTro desepanbHOro opraHa UCMOJIHUTENBHOM BIACTHU.

(yacTb 7 B peq,. depepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

7.1. OcHoBaHWeM [A/A OTKasa BO BHECEHUM W3MEHEHMUI B [AOKYMEHTbl, CoAep)Kalimecs B
pPerucTpaLMoHHOM [0Cbe Ha 3aperucTpyMpoOBaHHbIA IeKapCTBEHHbIM npenapaT ANA BeTepUHapHOro
NPUMEHEHMA, B C/y4aax, TPebylolWmnx NpoBeseHNA 3KCNepTM3bl IEKAaPCTBEHHOIO CpeacTBa, ABAAETCA
3aK/loYeHMe YNONHOMOYEHHOTO ¢deaepanbHOro OpraHa WMCMNONHUTENbHOM B/IAaCTM O BO3MOXKHOCTU
CHU¥KeHuA 6e3onacHOCTH, KauyecTBa, 3GPEKTUBHOCTM NEKAPCTBEHHOIO NpenapaTta BC/ieACTBUE BHECEHUA
M3MEHEHWA B  YKa3aHHble JOKYMEHTbl, OTKa3 YMNOJHOMOYEHHOro ¢deaepanbHOro  opraHa
WCNONIHUTENbHOM BNACTM B BblAaye 3aK/OYEHWA O COOTBETCTBMM NPOU3BOAUTENA NEKAPCTBEHHbIX
cpeacTs TpeboBaHMAM NPaBUA HagAeXKalen NPON3BOACTBEHHOM NPAKTUKM B C1yYae U3MEHEHUA U (Unn)
OOMOJIHEHUA MNPOU3BOACTBEHHON NNOWAAKM /IEKAPCTBEHHOrO Mpenaparta, ec/in NpPou3BOACTBO
JIeKapCTBEHHOrO npenapaTta 408 BETEPMHAPHOrO NPUMEHEHWUs OCYLLEeCTBAAETCA 3a nNpeaenamu
Poccuiickolt depepaumm, Uan oTCYyTCTBME STOFO 3aKNHOHEHUS.

(yacTb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

8. [onycKaeTtca obpalleHne NeKkapcTBEHHbIX NPENapaToB A/ BETEPUMHAPHOrO NMPUMEHEeHUA A0
NCTEeYEHUA CPOKa rogHOCTM, NPOU3BEAEHHDbIX B TEYUEHWE CTAa BOCbMUAECATU AHEW Nocae AaTbl NPUHATUA
YNOJIHOMOYEHHbIM desepanbHbIM OPraHOM UCMOJHUTENBHOM BAACTU PeLEHMA O BHECEHUMN U3MEHEHWIA
B AOKYMEHTbI, COAEPIKALLMECH B PErMCTPALMOHHOM A0Cbe HA JIEKAPCTBEHHbIM NpenapaT, B COOTBETCTBUM
C MHbOPMALMEN, coaeprKaLLelica B SOKYMEHTaX PErMCTPALMOHHOIO A0Cbe Ha IEKAaPCTBEHHbIM npenapat
[0 AaTbl NPUHATUA TAKOFO peLIeHus.

(yacTb 8 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.

O BO3MOHOCTM ObpalieHMAa B PP nekapcTBEHHbIX MPEnapaToB MNOCAe MPUHATUA pelleHnA o6
OTMEHE roCPerucTpaLLMm 1 UCKAYEHHbIX U3 peecTpa GpapmaLieBTUHECKUX cybcTaHumi cm. cT. 4 ®3 oT
30.01.2024 N 1-®3.

Ctatba 32. OTMeHa rocysapCTBEHHOM PerucTpaumnm eKapcTBeHHOro npenapara

PeweHne 06 oTmeHe FOCY,D,apCTBEHHOVI perncrtpaunm nekapCTtBeHHOro npenapara n UCKAK4YeHUn
NNEKAPCTBEHHOIo npenaparta W3 rocygapCTtBeHHOro peectpa NEeKapCTBEHHbIX CPeacTtB NMPUHUMAETCA
YNO/THOMOYEHHbIM d)e,u,epaanblm OopraHom WUCNONHUTENbHOW BNACTU B Cniyyae:

1) npeacrasneHnA COOTBETCTBYHOLWMM YNO/THOMOYEHHbIM cl)e,u,epaanblM opraHom
WCMOJIHUTE/IbHOM BANACTU 3aK/OYEHMA O pucke unnun 06 yrpose 3400p0OBbilO, XWU3HU YesiloBEKa WU
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KUBOTHOTO Npu NpUMEHEHUUN NEKAPCTBEHHOIO npenaparta, npesbilwalowmnx ero 3¢¢EKTVIBHOCTb, no
pe3ysibTaTamM OCyLWeCcTBAAEMOIro UM MOHUTOPUHTA 6esonacHocTH NEeKapCTBEHHOrO nNpenapara;

KoHcynbTaHTlAOC: NpumeyaHue.

Monoxenusa ct1. 32 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowwmeca NpesoCcTaBAeHUs roc. YCayr npu
0o6palLeHMM NEeKAPCTBEHHbIX CPeACTB AAA MeAMUMHCKOrO U BETEPUMHAPHOro MNpUMEHEHMUA
nocpeacTBoM eAMHOM CUCTEMbI U (MAK) eauHOro noprtana, npumeHatotca ¢ 01.01.2026.

2) nogaun peprkatenem UAU BNAAENbLEM PErucTpauMOHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOIMO
npenapata WAM YNOAHOMOYEHHbIM MM APYIUM  OPUANYECKMM NMLOM 33asaB/eHUA 06 oTmeHe
rocy4apCTBEHHOM  perucTpauum  NeKapcTBEHHOro  npenapata,  MNOAMMCAHHOMO  YCW/IEHHOM
KBaNPUUMPOBAHHOM 3/EKTPOHHOM NOAMNUCBLID, NYTEM €ro HanpasBAeHWA NOCPeACTBOM eAMHOro
noptana B YNOJHOMOYEHHbIV denepasnbHbli OpraH MCNOAHWUTENbHOW BAACTU WAM ANYHBIN KabuHeT
YNOJIHOMOYEHHOIO pesepanbHOro opraHa UCNOHUTENIbHOM BAACTU B €4MHOM CUCTEME;

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pPacnpPOCTPAHAIOTCA Ha MPABOOTHOLIEHWA, BO3HWKaloWMe npwu
0b6pallleHUM NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

3) HenoATBEPXAEHUA rOCYAapPCTBEHHON PErncTpaLmmn AeKapCTBEHHOMO npenaparta no ucteyeHnm
CPOKa AeNCTBMA PEerncTpaumMoHHOro ya0CTOBEPEHUS, BblAaHHOMO Ha NATb N1eT;

4) HenpeacTaBneHMs 3asBuTenem WHGoOpmMauuu, KoTopas MOMKeT nosfedb 3a coboi
HeobXoAMMOCTb BHECEHUA U3MEHEHUIA B AOKYMEHTbI, COAEpMKalLMecs B PerncTpaumMoHHOM AO0Cbe Ha
3aperucTpupoBaHHbI  NEKAPCTBEHHbIM NpenapaT, B TeyeHWe TpuauaTM pabounx pgHeld co AHA
HaCTynieHnsa 3TUX U3MEHEHMI;

5) ocylecTBNeHNs rocygapCTBEHHOW perncTpauuu NIeKapcTBEHHOro npenapaTta noj TOProBbiM
HAaUMEHOBaHUEM 3apPErMcTPMPOBAHHOIO paHee nojg, 3STMM TOProBbIM HAMMEHOBAHWEM JIEKAPCTBEHHOIO
npenapaTa, OT/IMYatoLWEeroca Ka4ecTBEHHbIM COCTAaBOM AEeNCTBYHOLLNX BELLECTB;

(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) ocyLecTBNEHWA rOCYLAapPCTBEHHOM PErMCTPaL MM O4HOTO M TOTO YKe JIEKaPCTBEHHOro npenaparta
B OTHOLIEHWM OAHOrO M TOFO e Aep:KaTens WAM BAagenbla PerncTpaumMoHHOro yA0CTOBEPEHMA
NleKapcTBEHHOrO npenapaTta B BWAe ABYX M 6o/see NeKapCTBEHHbIX NpPenapaToB NoA Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHNAMM;
(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BbIHECEHMA CyAOM pelleHWAa O HapylleHuM npaB npaBoobnagatend o06bEKTOB
WHTENIeKTYaIbHOM COBCTBEHHOCTM NPU 06paLLEeHNN IeKaPCTBEHHbIX CPEACTB;

KoHcynbTaHTlAOC: NpuMeyaHme.
C 01.01.2026 n. 8 cT. 32 He pacnpOCTPaHAETCA Ha NPAaBOOTHOLEHMA, BO3HMKatoLWwMe npu obpateHnm
JIeKapCTBEHHbIX CPeACTB AN1A MeauUMHCKoro npumeHeHua (P3 ot 30.01.2024 N 1-93).

8) OoTCcyTCTBMA NEeKapCTBEHHOro npenaparta B obpalueHnn B Poccuiickoit deaepaummn B TeueHue
Tpex u bonee ner;
(n. 8 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINO/MHEHWA AepyKaTefieM WAWM  BAaAeNbLeM PerMcTpauMoHHOro  YAOCTOBEpPEeHuA
NleKapcTBEHHOTO npenaparta AM60 YNoAHOMOYEHHBIM UMUK APYTUM IOPUANYECKUM INLLOM MEPONpPUATUIA
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no obecneyeHuto 6e30NaCHOCTM /IEKAPCTBEHHbIX MNPENnapaTtoB, YCTAHOB/IEHHbIX YMNOJAHOMOYEHHbIM
denepanbHbiM OpPraHOM MCNONHUTENbHOW BNAcTM B COOTBETCTBMM C vacTAmuM 3 U 4 cTaTbu 64
HacToAwero ®eaepanbHOro 3aKoHa, B paMKax OCYyLLLeCTB/IeHUA papMaKkoHaa30pa;

(n. 9 BBeaeH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

10) oTKasa pAepskaTenss WAM BNadenbLa PEerucTPaLMOHHOrO Y/AOCTOBEPEHUA JIEKAapPCTBEHHOrO
npenapata AM60 YNOAHOMOYEHHOro UMW APYroro HPUAMYECKOro NvLa OT BHECEHUSA WU3IMEHEHUNA B
WMHCTPYKLMIO MO MPUMEHEHUIO /JIEKApCTBEHHOro npenaparta, KacaloWMxXCA HOBbIX MNOATBEPXAEHHbIX
AaHHbIX O TOM, YTO PUCK MPUYMHEHMA BPeaa 340PO0BbI0 Ye/0BEeKa UAU }KUBOTHOMO BC/eACTBME MPUEMa
JIeKapCcTBEHHOrO npenapaTta npesbiwaeT 3¢pHeKTUBHOCTb €ro NPUMEHEHMUS.

(n. 10 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

CraTtba 33. locyAapCcTBEHHbINA peecTp 1IeKapCTBEHHbIX CpeacTB

1. TocyaapcTBeHHbIM peecTp /IeKapCTBEHHbIX CPEeACTB COAEPMKUT NepeyYeHb NeKapCTBEHHbIX
npenapaTos, NpoLleaWwnxX rocyaapCcTBEHHY0 perucTpaumio, nepedeHb GpapMaLeBTUYECKUX CybCTaHUMNM,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX NPenapaTos, U CAeaytoLwyo MHbopmaLuio:

1) B OTHOLWEHUWN NEKAPCTBEHHbIX MPenapaTos:

a) HauMMeHOBaHMe JIeKapCTBEHHOro MpenapaTta (Me)KayHapogHoe HenaTeHTOBaHHoe, WK
rPynnuMpoBOYHOE, NN XUMUYECKOE M TOProBoe HaMMeHOBaHNA);
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTeeHHasa Gopma C yKasaHMEM [03MPOBKM IeKapCTBEHHOTO npenapara v ero KoJmMyecTsa
B NOTPebUTENbCKOW YNaKoBKe;

B) HauMMeHOBaHMe AepXaTena WAM  BAadenbla  PerucTpaLmoHHOro  yAO0CTOBEpeHMs
JIeKapCcTBEHHOro npenapaTta 1 cBeAeHUA 0 PerucTpaumn aepskatena uan snagenbla perncTpaumMoHHOro
yOOCTOBEPEHMA NIeKapCTBEHHOro npenapata  An8  MeAMUMHCKOrO MPUMEHEHMA B KadyecTse
HanoronfatenbliMKka B  CTpaHe  pernctpauum  (ANA  POCCUIACKUX  IOPUAMYECKUX  AuL, -
NOEHTUOMKAUMOHHDBIA HOMep Hanoronnatenbwmka (MHH), ana MHOCTpaHHbIX OPUOMYECKUX MWL, -
CTpaHa perucTpaumm, HaMMeHOBaHME PErncTpuMpytlolLero OpraHa, PerncTpaumoHHbI HOomep, KoA
HanoronsaTeNblWMKa B CTpaHe perncrTpaumm (MHKoprnopauumn) uamn ero aHanor);

(nn. "8" B peq,. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMmeHoOBaHME W agpec NPOU3BOAUTENSA JIEKAPCTBEHHOTO MNpenapata W CBeAeHus o
pervcTpauumn NPonsBogUTENN NEKAaPCTBEHHOIO Npenaparta A8 MeaAULUHCKOTO NPUMEHEHMA B KayecTse
HajsoroniatenbluMka B CTpaHe  peructpaumm  (o1a  POCCUMMCKUX  IOPUAMYECKUX Ny, -
NOeHTUOUKALMOHHBIA HOMep Hasoronnatenblimka (MHH), 4nA MHOCTPaHHbLIX HOPUANYECKUX AWl -
CTpaHa perncTpauum, HaMMeHOBaHME PErvcTPUPYIOWEro OpraHa, PermcTpaumMoHHbIA HOMep, Ko
HasioroniaTtenbluMKa B CTpaHe pernctpaumm (MHKopnopawumm) Uan ero aHanor);

(nn. "r" B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

A) dapmakoTepanesTuyeckada rpynna, Koj JIeKapCTBEHHOro mnpenapata nNoO aHaTOMO-
TepaneBTUYECKO-XMMMUYECKOW  KnaccubuKaummn, pPeKoMeHAOoBaHHOW  BcemupHoON  opraHusauumei
3 paBoOOXpPaHEeHNsn;

(nn."n" B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

E) NOKa3aHNA N NPOTUBOMOKA3aHUA K NPUMEHEHUIO NEKAPCTBEHHOIO Npenapara,
)K) noboyHsble ,D,eVICTBMFI NEeKapCTBEHHOrO nNpenapara,

3) CPOK rOAHOCTU NEKapCTBEHHOrO Npenapara;
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M) YyCN1oBUA XpaHeHUA NeKapCTBEHHOIO nNpenapara,;
K) YCNoBUA OTNYCKa /1IEKAPCTBEHHOIO Npenapara;

Nn) Homep dapmakonenHoW CcTaTbM WAM B CAyyae ee OTCYTCTBUA HOMep HOPMATUBHOM
OOKYMeHTaLMm N1Mbo HOPMATUBHOTO AOKYMEHTa;

M) JaTa rocygapCTBEHHOW perncrtpauum NeKapCcTBEHHOro npenapata U ero perncrpauuoHHbIN
HOMep, AaTa 3ameHbl PernmcTpPaLuMoOHHOrO YA0CTOBEPEHUA NeKapCTBEHHOro npenapata Ha 6eccpoyHoe
perucTpaumoHHoe yAOCTOBEpPEHWE J/IeKapCTBEHHOro npenapaTa, JaTta  Nojayu  3asBfieHus o
NoATBEPXKAEHUN TOCYAapCTBEHHOM pernctpauuuM NeKapCTBEHHOro npenapata, AaTa  OTMEHb!
rocyapcTBeHHOM perncTpaumm NekapcTBeHHoro npenapara;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) KauyecTBEHHbI COCTAaB M KOJMYECTBEHHbIM COCTaB AEMCTBYIOWMX BELLECTB M KAYeCTBEHHbI
COCTaB BCMOMOTaTe/IbHbIX BELLECTB JIEKAPCTBEHHOTO NPenapara;
(nn. "H" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) HPopMaLma 060 BCex paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuUTenbCcKoin) ynakoBKuy;
(nn. "o" BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

n) Jata MNPUHATUA pPeleHMA O BO3MOXKHOCTM pPacCMaTpMBaTb JIEKApPCTBEHHbIM npenapaTt npwu
rocy4apCTBEHHOW  peruMctpauuMum B KayecTBe OpdaHHOro /IeKapCTBEHHOro npenaparta  (4ns
NleKapcTBEHHbIX NPenapaTos 414 MegUUMHCKOro NPUMEHeHKs);

(nn. "n" BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 475-93)

p) Hannume NEKapCTBEHHOro nNpenapaTa B MNepeyHe KU3HEHHO HEeoBXOAMMbIX W BarKHEWLIMX
JIeKapCTBEHHbIX NPenapaToB (410 eKapCTBEHHbIX NPenapaToB 418 MeAULMHCKOro NpUMeHeHus);
(nn. "p" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93; B pesn. PegepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HaNMuMe B NEKAapPCTBEHHOM MpenapaTe HapPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX BELWECTB U UX
NPeKypcopoB, Mognexalmx KoHTponto B Poccuiickon  degepauym, B COOTBETCTBUMM  C
3aKoHoaaTenbCcTBom  Poccuitickoit  ®depepaumu, MeXAyHApOAHbIMM  AoroBopamun  Poccuitckoi
depepaunn, B Tom uncne EaMHON KOHBEHLMEN O HAPKOTUYECKMX cpeacTBax 1961 roaa n KoHBeHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBeaeH ®egepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

T) uHPopmauma o TOM, ABAAETCA AW [AaHHbIN NEKapCTBEHHbIM npenapaT pedepeHTHbIM
NleKapcTBeHHbIM NpenapaTom;
(nn. "1" BBeAeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

y) cBefieHMA O nogade 3asAB/IEHUSA O BHECEHUU U3MEHEHU B [AOKYMEHTbl, cogeprKalimecs B
perucTpaunoHHOM A0Cbe Ha IeKapCTBEHHbIM Npenapar;
(nn. "y" BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblit 3aKoH o1 27.12.2019 N 475-93;

X) CPOK BBeAEHMA IeKapCTBEHHOrO npenapara A/ BETePUHAPHOIo NPUMEHEHNA B FPaskaAaHCKUi
obopor;
nen

(nn. "x" BBepeH PepepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-03; B pea. denepanbHOro 3akoHa oT
30.01.2024 N 1-93)

u) uHPopmauMa O TOM, ABAAETCA /N [laHHbIM JIeKapCTBEHHbIW npenapat opdaHHbIM
NeKapCTBEHHbIM npenapaTom, MMMYHOBNONOTNYECKUM NeKapCTBEHHbIM npenapaTom,
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pagnodapmaLeBTUYECKUM  NeKapCTBEHHbIM  NpenapaTtoM, FOMeOoNaTUYeCKMM  J1IeKapCTBEHHbIM
npenapaTtom, 6UONOrMYECKMM IeKapCTBEHHbIM NPEenapaToM, BbICOKOTEXHO/IOMMYHBIM J1I€KapPCTBEHHbIM
npenapaTom, Bnepsble 3aperncTpupoBaHHbIM B Poccuiickolt ®eaepalmm B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM UKW aKTamM, COCTaBasOWMMM Npaso Coto3a;

(nn. "u" BBeaeH PeaepanbHbim 3akoHOM OT 30.01.2024 N 1-d3)

2) B OTHOLWEHUN hapMaLLEeBTUYECKUX CYyDOCTaHLMIA:

a) HaMmeHoBaHMe dapmalLeBTUYECKON CybCTaHUMU (MmexayHapoaHOoe HenaTeHTOBaHHOoe, WU
rpynnuUpoBOYHOE, WM XMMWYECKOEe M TOproBoe HammMeHoBaHWsA), ¢dopma BbiNycKa (C yKasaHWem
[03UPOBKU (NpK Hannumm), GacoBKU 1 YNaKOBKK);

(B pea. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

6) HaumeHoBaHME WU agpec npousBoauTens ¢apmaleBTUYECKON CybCTaHUMWU (O POCCUMCKUX
IOPUANYECKMX UL, - UAEHTUOUKAUMOHHBLIM HOMep Hanoronnatensbwmka (MHH), ons uHoOCTpaHHbIX
OPUANYECKUX INL, - CTPAHA PETUCTPaLLMKM, HAMMEHOBAHWE PErNCTPUPYIOLLErO OpraHa, PerncTpaLMoHHbIN
HOMep, Ko HasoronaaTesblUMKa B CTPaHe perucrpaunmn (MHKoprnopaymm) UAn ero aHanor);

(8 pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

B) CPOK roAHOCTM $papmaLeBTUYECKOM CybCTaHLMK;
r) ycnosua xpaHeHua dapmaLieBTUUYECKON cybcTaHunu;

A) Homep dapmaKkonenlHoM cTaTbM WAM B C/lyYae ee OTCYTCTBMA HOMEP HOPMATUMBHOM
AOKYMEHTauumn AiMb6o HOPMaTUBHOTO IOKYMEHTA;

e) Hanmume dbapmaLeBTUYECKON CYBCTaHUMKM B NepeyHe HAPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M WUX MPEKYpPCOpPOB, Nogjexalmx KOoHTpoato B Poccuitickoit Pepepaunn, B COOTBETCTBUMU C
3aKoHoAaTenbctBOM  Poccuitickolit  Degepaumnun,  MeXAyHApoOoHbIMW  goroBopamu  Poccuiickoi
depepaunn, B Tom Yncie EgMHON KOHBEHLMEN O HapKOTMYECKNX cpeactBax 1961 roga n KoHeeHumel o
NcUXoTponHbIX BewecTsax 1971 roaa.

(nn. "e" BBegeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®apmaueBTMUecKaa cybcTaHumA, NpoM3BefeHHan AN peann3aLumn, MOXKeT bbiTb BKIOYEHa B
rocyAapCTBEHHbIN peecTp /NEeKapCTBEHHbIX CPeACTB Ha OCHOBAaHMM 3asBAeHMA paspaboTyMka wuaum
NpoM3BOAUTENA JIEKAPCTBEHHOrO cpeactBa AM60 YNOAHOMOYEHHOTO MMWU OPUAUYECKOTro Anua npu
YCNOBUM NPOBEAEHUA B OTHOWEHUW TaKoW dapmaleBTMYEcKoW cybCTaHUMM 3KCnepTM3bl KayecTea
dbapmaueBTUYECKOM cybCTaHLUMM B NOPAAKe, YCTAHOBAEHHOM cTaTbelt 34 HacToAwero PeaepanbHoro
3aKoHa. B oOTHOWweHWW dapmaueBTUYECKMX cybCcTaHUMI, NPOU3BEAEHHbIX A4 peanusauuun, B
rocyAapCTBEHHOM PEECTpPe /IeKapCTBEHHbIX CPeACTB COAEPHKUTCA caeaytolan nHbopmaumsa:

1) HaMmeHoBaHMe dapmaLeBTUHECKOW CybCTaHUMKM (MeXKayHapoaHOoe HenaTeHTOBaHHOe, WK
rPyNnMpoBOYHOE, WM XMMMYECKOe WM TOproBoe HaumeHoBaHuA), ¢opma BbiNycka (C yKasaHWem
[03UPOBKM (MpK Hannumm), GacoBKM M YNaKoBKM);

(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) HaMmeHOoBaHWe, agpec npounssoauTens GapmaLeBTUUECKOlM CybCTaHLMM, a TaKKe B OTHOLIEHWUU
NeKapCTBEHHbIX CPeacT8 417 MeAMLMHCKOrO NMPUMEHEHMUS CBEAEHUS O PerucTpauuu npousBoauTens
dbapmaueBTUYECKOM CybCTaHLMM B KayecTBe HasoronfaTtesibliMKka B CTpaHe peructpauumn (gns
POCCUMCKUX OPUAMYECKUX UL - MAEHTUOMKAUMOHHbLIA HOmep HanoronnatenblmKka (MHH), ana
MHOCTPaHHbIX OPUAMUYECKUX NIKL, - CTPaHa perncTpaumu, HaumeHOBaHWE PErMcTPUPYIOLEro opraHa,
PerncTpaunoHHbIM HOMEp, Ko4, HasoronaateNblimMKa B CTpaHe perucrpaumu (MHKopnopaumm) uam ero
aHanor);

(n. 2 B pea. PepepanbHoOro 3akoHa ot 28.12.2017 N 425-93)
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3) cpoK rogHoOCTN papmaLLeBTUUYECKON cybCTaHUMK;
4) ycnosus xpaHeHUn GapmMaL,eBTUYECKOM cybCcTaHLmu;

5) Homep dapmaKoneiiHon cTaTbM AM6O B CcAyyae ee OTCYTCTBMA HOMEP HOPMAaTUBHOM
AOKYMeHTaunUn MAn HOPMaTUBHOIO JOKYMEHTa,

6) HannMumne papmaLieBTUUYECKON CYyBCTaHLUMMU B NepeyHe HapKOTMUYECKUX CPeCcTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKypCcopoB, Noanexkalmx KoHTponto B Poccuiickon Pepepaummn, B COOTBETCTBUU C
3aKoHogaTenbctBOM  Poccuiickolt  degepaupnu, MeAyHaApoAHbIMWM  goroBopamu  Poccuiickoi
depepaunn, B Tom uncsie EgMHON KOHBEHLMEN O HapKOTMYECKUX cpeacTBax 1961 roga n KoHBeHuwmel o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) AaTa BKAOYeHUs dapmaueBTUYECKOM CybCTaHLMM B roCyAapCTBEHHbIN PeecTp JIEKapCTBEHHbIX
CpeacTB, AaTa BHECEHMA U3MEHEHUI B OKYMEHTbI papmaLeBTUYECKOM cybCcTaHUMM, AaTa UCKNOYEHUA
dapmaLeBTMYECKON CyOCTaHLLMKN U3 TOCYAapCTBEHHOMO pPeecTpa IeKAPCTBEHHbIX CPEACTB.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. MopsAdoK BeAeHWA rocyaapCTBEHHOrO peectpa JIeKapCTBEHHbIX CPeAcTB Ana MeAMUMHCKOro
NPMMEHEHUA W MOPAAOK BeAeHWA TrOCYAapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeacTs  And
BETEPUHAPHOrO MPUMMEHEHMUS YTBEP)KAAIOTCA COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM deaepanbHbiM
OpraHoOM MUCMONHUTE/IbHOM BAACTW.

KoHcynbTaHTlAKOC: NpumeyaHume.

MonoxeHusa ct1. 34 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpefoCcTaBAeHUs roc. yCayr npu
06palleHMM NEeKAPCTBEHHbIX CPeACTB A1 MeAMUMHCKOrO UM BETEepUMHApPHOro npuUMeHeHuA
nocpeacTBOM eIMHOM CUCTEMbI U (MK) eanHOro noprtana, npumeHstotca ¢ 01.01.2026.

Cratba 34. BKaoueHue B rocyAapcTBEHHbIA peecTp /1IeKapCTBEHHbIX CPeACTB U UCKAKUYEHue U3
rocyAapCcTBEHHOIO  peecTpa  /IeKapCTBEHHbIX  cpeacTB  ¢dapmaueBTUYECKO  cybcTaHuuu,
npousBeAeHHOI AnA peanmsaumm
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona BKAYeHMs dapmaueBTUYEcKoW cybcTaHUMKM, NPOW3BEeAEHHOM ANnA peanusaumu, B
rocyAapCTBEHHbIN PeecTp 1EKaPCTBEHHbIX CPEACTB, NPOBOAMTCA 3KCNepPTU3a ee KayecTBa.
(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. DKcnepTM3a KadecTsa yKasaHHOM B YacTu 1 HacToAwel cTaTbk GapmMaLeBTUYecKkoi cybcTaHumu,
COCTaBNEHME KOMMUCCMEN SKCNEpPTOB 3aK/OYEHWIA Mo pe3y/ibTaTaM 3TOM 3KCMepTu3bl, NOAMUCAHWUE UX
YCUNEHHbIMWU KBaNNPULMPOBAHHBIMW 31EKTPOHHBIMM NOAMMUCAMM, HaNpPaBieHWe SaHHbIX 3aK/0UYeHUN B
JINYHBIN KabUHeT ynosHoMo4YeHHoro deaepasnbHOro opraHa UCNoAHUTEIbHOM BNacTU B e4MHOM cucTeme
OCYLLECTBAAIOTCA B CPOK, HE MPEBbILIAOWMA TPUALATM pabounx gHel co AHA HanpPaBAEHUA B NNYHbIN
KabUHET 3KCNepPTHOro yUYperKAeHUs B eAUHOW CUCTEME COOTBETCTBYHOLWLEro 3a4aHNA YNOJHOMOYEHHOTO
defepanbHoro opraHa MCMOAHWUTENbHOW BAACTM, MOAMMCAHHOMO YCUAEHHOW KBannMpuULMPOBaHHOM
3/1eKTPOHHOW NOANUCHIO, U CAEAYIOWNX AOKYMEHTOB (CBEAEHMIA):

(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) cBegeHMA 0 AaTe NpPefoCTaB/lEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UW HA NPOU3BOACTBO
NeKapcTBEHHbIX CPeACTB MW cBeAeHWUA O AaTe NpenoCTaBAEHMA M PEermcTpauyoHHOM Homepe
3aKNIOYEHMA O COOTBETCTBMM MPOMU3BOAMUTENSA JIEKAPCTBEHHbIX cpeacTB TpeboBaHMAM MpaBun
Hag/nexallen npPoM3BOACTBEHHOW MNPAKTUKKU, BblAaHHbIX (MNPeAoCTaBAEHHbIX) YMNOAHOMOYEHHbIM
denepanbHbiM OpraHOM WMCMOAHWUTENLHOW BAACTW, B C/ydyae, ecivM MPOU3BOACTBO /IeKapCTBEHHOMO
cpeAcTBa ocylwecTenserca B Poccuitickoit degepaumnu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-03)
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2) KonuA [OOKYMEHTa, BbIAAHHOrO YMNOJHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAUTENA
NIeKapCTBEHHOIO CpeacTBa M MOATBEPKAAIOWErO pa3pelleHMe MNPOM3BOACTBA  JIEKAPCTBEHHOTO
CpeacTBa, U ero nepeBog Ha PYCCKUMN A3bIK, 3aBEPEHHbIE B YCTAaHOB/JIEHHOM MOPSAKE, a TaKXKe Konus
3aKNIOYEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX Cpeacts TpeboBaHMAM npasun
Hag/eXKallelr NPoOU3BOACTBEHHOM MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM defepanbHbiM OpraHoOM
WCNONHUTENbHON  BnactTK, Anbo KonuA pelleHMAa YNnOAHOMOYEHHOro ¢denepanbHOro opraHa
NCNOSIHUTENbHOM BNACTU O NPOBeAEHUN GapMaLEBTUYECKOM MHCNEKLMN NPOM3BOACTBA NEKAPCTBEHHbIX
CpeacTe aaa MeAMUMHCKOTO MPUMEHEHMSA Ha COOTBETCTBME TpeboBaHMAM MpaBuA Hagnekallen
NpPoOu3BOACTBEHHON MPaKTUKM EBPA3sMIMCKOrO 3KOHOMWYECKOTO COK3a. YKasaHHble AOKYMEHTbI
NpeacTaBNATCA B C/yvyae, eC/iM MNPOM3BOACTBO JIEKAPCTBEHHOrO CpeacTBa  OCyLLeCcTBAAeTcA 3a
npeaenamu Poccuiickoin Peagepaumnu;

(B peq. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 30.01.2024 N 1-93)

3) AOKYMEHT, CoAep Kalumin creaytolime cBeaAeHUn o papmaLeBTUYeCKoN cybcTaHLmMm:
a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHO/IOTMA NPOM3BO/CTBA C ONUCAHNEM CTaAMii NPOU3BOACTBA U METOA0B KOHTPONA Ha BCEX
cTaamaAx NPOM3BO/CTBa;

r) onucaHune paspaboTKuM nNpoLecca NPoOn3BOACTBa;

[l,) OonncaHMe KOHTPOIA KPUTUYECKUX CTaAMVI npouecca npoumssoacrtea u npome»(yTquoﬁ
npoayKumMu;

€) AOKYyMeHTaIbHOE NoATBepXKAeHME (BanmMaauma) NpoLeccos U (M1M) X OLLEHKa;
) CBOMCTBa M CTPYKTYpa AEMCTBYIOLLMX BELLECTB;

3) XapaKTepucT1Ka Npumecein;

1) cneundurKauma Ha bapmMaLeBTUUYECKYIO CybCTaHUMIO U ee 060CHOBaHME;

K) aHaNUTUYeCKMe METOAMKM, UCMOb3yemMble MNPW  OCYLLECTBIEHMM KOHTPOAA KayecTsa
dapmaLeBTMUYECKON cybCcTaHUMU;

N) OKYMEHTaNbHOe MoATBepKAeHMe (Bannaauma) aHaIMTUHECKMX METOAMK, NCNO/Ib3yeMbIX Npu
OCYLLECTB/NIEHNN KOHTPO/IA KayecTBa ¢papmaLieBTUYECKOW cybcTaHLMu;

M) pe3ynbTaTbl aHan3a cepuii bapmaLeBTUYECKOW cybcTaHUMm;

H) nepeyvyeHb CTaHAAPTHbIX O6p33Ll,OB U1 BELWECTB, NCMOJZIb3yeEMbIX NPU OCYLLECTBNIEHUN KOHTPONA
Ka4ecCTBa,

0) onMcaHMe xapaKTepMUCTUK U CBOMCTB YNaKOBOYHbIX MaTePNaoB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabuAbHOCTU papMaLLEBTUUYECKON CyBCTaHLNM;
p) CPOK rogHoOCTY;

4) [OKYMEHT, coaepiKalmii cBegeHUA O PerucTpaLymm NpousBoAUTeNs JIeKapCTBEHHbIX CPeacTB
ANA  MeAMUMHCKOro MpMMEHeHMs B KayecTBe Hanoronnatefblipyka B CTpaHe peructpauun (ans
POCCUMCKUX OPUAMNYECKUX UL - MAEHTUOMKAUMOHHbLIA HOmep Hanoronnatenblimka (MHH), ana
MHOCTPaHHbIX IOPUAMYECKUX MWL, - CTPaHa perucrpaumu, HaumeHOBaHWE PEerucTPUpYIOLLero opraHa,
PerncTpaumnoHHbIM HOMep, KoA HasoronaaTtesbliMKa B CTpaHe perMcrpaumu (MHKopnopaumm) uam ero
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aHanor).
(n. 4 BBegeH ®epepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [AnAa npoBeAeHMA 3KCMepTM3bl KayecTBa YKasaHHOM B YacTM 1 HacToAwel cTaTbM
dapmaueBTMyeckon cybcTaHUMKM  3asBMTENb  HanpaBAsieT MNOCPeAcTBOM  eAMHOro  noprajsa B
YNO/NHOMOYEHHbIN  deaepanbHbli  OpraH  UCNONAHUTENIbHOM  BAACTM  WAWM  JINMHBLIA  KabuHeT
YyNoAHOMOYeHHOro peaepasbHOr0 opraHa UCNOAHUTENBHOW BAACTU B €4MHON CUCTEME:

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3aABAeHME O BK/OYEHUU B TOCYLAPCTBEHHbIN PEECTP JIEKAPCTBEHHbIX CPeACTB AaHHOM
dbapmaueBTUYECKOM CybCTaHUMKW, NOAMUCAHHOE YCUAEHHOW KBAaAUPUUMPOBAHHOM  31EKTPOHHOM
NoANMUCHIO;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2) peKkBU3UTbI AOKYMEHTA, NOATBEPKAAOLWEro ynaaTy rocyAapCTBEHHOM NOLW/INMHBI 32 BKAOYEHUE
B rOCYapPCTBEHHbIM peecTp /eKapPCTBEHHbIX CpeacTB papmaLeBTUYECKON CyOCTaHLMK, NPOM3BEAEHHOM
aona peanvsaumm, nMbo no COBCTBEHHOM WHUUMATMBE YKa3aHHbIA AOKYMEHT. YNO/JHOMOYEHHbIN
denepanbHbli OpraH WUCMOJIHUTENIbHON BNacTu npoBepseT ¢GakT yniaTbl rOCYyAapCTBEHHOM MOLWJIUHbI
3aABUTE/IEM C UCMOJIb30BaHNEM MHOPMaLMK 06 ynaaTe rocyaapCcTBEHHOM NOLW/INHbBI, COAEP KaLLEeNCcs B
FocyaapcTBeHHOMW WMHPOPMALMOHHOM CUCTEME O FOCYAAPCTBEHHbLIX M MYHMUMMANAbHbBIX MaaTeXKax, Ha
OCHOBAHWWM MpPEeACTaBNAEHHbIX 3afBUTE/IEM PEKBU3UTOB [OKYMEHTa, MOATBEprKAAloWero ynaarty
rocyAapCcTBEeHHOM MOLWNHbI;
(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-d3)

3) 4OKYMEHTbI, yKa3aHHble B YaCcTW 2 HacTOALLEN CTaTby;
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4) 3aAB/sieHMe O Bblgaye paspelleHns Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOW napTuum
HEe3aperncTpMpoBaHHOIO JIEKAPCTBEHHOMO CPeACTBa, NpeAHa3Ha4YeHHOro A4 NpoBefeHUA YKa3aHHOM
3KCNepTM3bl.

(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaBleHUA C 3aABAEHMEM O BK/IOYEHUW B TOCYAAPCTBEHHBIN peecTtp
NIEKapCTBEHHbIX  cpeacTB  $apMaueBTMYECKOM  cybCcTaHUMKM  BblgaBaembix  (MpesocTaBasembix)
YNO/IHOMOYEHHbIMU defepasbHbIMWU OpraHamu WUCMNOSHUTENIbHOW BNACTM JOKYMEHTOB (cBedeHui),
YKa3aHHbIX B MyHKTax 1 M 2 yacTM 2 HAcTOALWEN CTaTbW, YNONHOMOYEHHbIN deaepasnbHblii opraH
WCMONIHUTENIbHOW  BNACTU  3anpaluMBaeT  YKasaHHble  OOKYMeHTbl  (cBefeHusa) B nopsagke
MeXBe0MCTBEHHOTO MHGOPMALMOHHOTO B3aMMOLENCTBUA.

(yacTb 3.1 BBeaeHa deanepanbHbiM 3aKoHOM OT 27.12.2019 N 478-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

4. B TeyeHue NATU paboumnx gHern co AHA NPUHATUA 3aABAEHMUA O BKIKOYEHUMN YKAa3aHHOM B YacTu 1
HacToAwen cTaTbl ¢apmaLeBTUYECKOW CYOCTaHUMM B TOCYAAPCTBEHHLIA PEecTp J/IeKapCTBEHHbIX
CpencTB U [AOKYMEHTOB, MEPEYUCNEHHbIX B 4YacTM 1 M nyHKTe 2 4acTm 3 HACTOALWEWN CTaTbM,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOJIHUTEIbHOM BAACTM:

(B pen,. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 30.01.2024 N 1-03)

1) npoBOAMT NPOBEPKY MOMHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPMKALUMXCA B NPeACTaB/leHHbIX
3anABUTENEM JOKYMEHTaX;
(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMaET pelleHne O HAMpaB/JEHUM B IKCMEPTHOE YyypexaeHWe 3aJaHuA Ha NpoBeAeHue
3KCNepTMU3bl KayecTBa yKa3aHHOM B YacTu 1 HacToAwen ctaTbn PpapmaueBTUYeckon cybctaHummn namn ob
OTKa3e B TAKOM HanpasB/ieHUu;
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3) HanpaBnfeT B AUYHbIN KabWHeET 3asBUTENA B eAWHOW cucTeme MNOANUCAaHHOE YCWUIEHHOWM
KBaNPUUMPOBAHHOM 3N1EKTPOHHOW MOAMMUCbIO YBEAOM/IEHUE O MPUHATOM peLeHUU UAU B CAyyae
OTKa3a C yKazaHMeM MPUYMH TaKoro OTKasa.

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 30.01.2024 N 1-93)

4.1. B cnyvae BbIABNEHUA HEAOCTOBEPHOCTM U (MAN) HEeAOCTAaTOYHOCTN CBEAIEHU, COAEPIKaLLNXCS
B NpeAcTaBAeHHbIX 3asBUTEIeM MaTepuasiax, YnoJHOMOYEHHbIN deaepasbHblii OpraH UCMNOIHUTE/IbHOM
B/IaCTW HamnpaB/seT 3aaBUTE0 NOCPeACcTBOM eAMHOro nopTasa WKW B JIMYHbIN KabuHeT 3asBuTeNna B
eANHOM cucteme 3anpoc 06 YTOYHEHMWU YKas3aHHbIX CBeAeHWMW, MNOANWUCAHHbIM  YCUAEHHOM
KBanMdUUNMPOBAHHOM 3NEKTPOHHOMN NOANUCHIO.
(yacTb 4.1 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.2. 3asButenb o06A3aH HanpasuTb NOCPEACTBOM €AMHOro MopTajsa B YNOJHOMOYEHHbIN
desepanbHbIit OpraH UCNOAHUTENIbHOW BNACTU UAW NNYHBIA KaBUHET yNo/SIHOMOYEHHOTO deaepanbHOro
opraHa WCNOJIHUTENIbHOM BNACTU B e€AMHON CUCTEME NOAMNUCAHHbIA YCUNEHHOW KBaNMPULMPOBAHHOM
3/IeKTPOHHOM NOANMUCHIO OTBET Ha 3anpoc YNo/JIHOMOYEHHOro peaepasbHOro opraHa UCMONHUTENbHOM
B/1IAaCTU B CPOK, He MpeBblWalowWwmMn AeBAHOCTA pabounx AHEN CO AHS MONYYEHUA YNOSHOMOYEHHbIM
denepanbHbiIM  OpPraHOM  UCMOJIHUTENIbHOW BAACTU  3/1EKTPOHHOIO YBEAOMIEHUA O MOJIyYeHUM
3aABMTENIEM AaHHOro 3anpoca. CpoK, YKa3aHHbIM B YacTu 4 HacTosLWEeN cTaTbu, NPMOCTAHABIMBAETCA CO
OHA Hanpas/ieHWs 3aABUTE/II0 NOCPeACTBOM €AMHOro NMopTajia WAW B JIMYHLIN KabuHeT 3asBuTens B
eANHOM cUCTemE 3anpoca YNoJIHOMOYEHHOTo ¢peaepasibHOro opraHa MCMOJIHUTE/IbHOM BACTU A0 AHSA
HanpaB/eHMA 3aABUTENEM NMOCPeACTBOM eAMHOro NnopTasa B YNOJIHOMOYEHHbIN dpeaepanbHbii opraH
WUCMOJIHUTE/IBHOM  BNacTM  WAW  JINYHbIA  KabuHeT ynosaHOmoYeHHoro d¢edepanbHOro opraHa
WUCNONIHUTENbHON BNacTM B eAMHOW CUCTEME OTBEeTa Ha [AaHHbIA 3anpoc U He Y4uTbiBaeTca npwu
WMCYMCNEHMUM CPOKA IKCMEepTU3bl KayecTBa ¢apmMaleBTUYECKOM cybCTaHUUM, MNpou3BeAeHHON A
peanusauuu.

(yactb 4.2 B pea. GepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMeM On1A OTKa3a B HAMPAB/IEHMN B 3KCMEPTHOE yUYpeXKAEHMEe 3a,aHNA HA NpoBeaeHune
3KCMepTU3bl KayecTBa YyKasaHHOW B 4actM 1 HactoAwer ctatbM dapmaueBTUYECKOW cybCcTaHuMu
ABNAETCA HenpeacTaB/ieHMe [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HacCToAWEN CTaTbM, OTCYTCTBME
nHpopmauum, noaTBeprKAalowen ¢GakT ynnatbl rOCyAapPCTBEHHOM MOW/MHbLI 33  BK/AKOYEHME
dapmaLeBTMUYECKON CybCTaHUMKU, NPOU3BEAEHHOW ANA peanusauun, B TFOCYyAapPCTBEHHbIN peecTp
NIeKapCTBEHHbIX CPeACTB, HENpPeACTaBNEHME 3aABUTENEM B YCTaHOB/IEHHbIN CPOK OTBETA HAa YKa3aHHbIN B
yactu 4.1 HacToALWLEN CTaTbM 3aMpPOC YNOAHOMOYEHHOro ¢peaepasbHOro opraHa MCNOHUTENIbHON BAACTH
WAU NpeAcTaB/eHne [OKYMEHTOB, He coJep)Kaliux WcyYepnbiBaloWwero nepeyHAa Heobxoanmbix
cBeAeHuUN.

(yactb 5 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

6. B TeueHue nATHaZULATM pabouux AHEW CO AHA MNOJNyYEeHUA pPeLeHUs YNoJIHOMOYEHHOro
dbenepanbHOro opraHa UCNOJIHUTEIbHOM BNACTU O HamnpaB/IEHUWN B SKCNEPTHOE yYpeaeHne 3a4aHna Ha
npoBeAeHMe 3KCNepTM3bl KayecTBa YKas3aHHOW B YacTM 1 HacToslein cTaTbM ¢apMaleBTUYECKON
cybCTaHUMM 3aABUTENb NPEACTABASET B IKCNEPTHOE yupeKaeHue o8 NpoBeAeHUs 4aHHOM 3KCnepTusbl
06pasubl dapmaueBTMYECKOW cybCTaHUMM B KOAMYecTBe, HeobxoAuMMoOM ANAA BOCMpouM3BeAeHUA
METOA0B KOHTPO/IA KauecTBa. JKCNepTHOE yUpeKaeHne npu noayyeHun obpasLoB yKasaHHOM B yacTu 1
HacToAwwen cTaTbM dapmMaueBTUYECKOM CyBCTaHUMM B TOT e AEeHb HaMnpaBAsfeT B JIMYHbIA KabuHet
3aABUTENA B eAMHON cUCTeMe yBegoM/eHWe, NOATBEPKAatoWwee NosydyeHne sTux 06pasLoB. TN CPOKU
He BK/1I04AlOTCA B CPOK NPOBEeAEeHNA AaHHOW 3KCNepTU3bl.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

7. YTpatnn cuny. - PepepanbHolit 3akoH ot 30.01.2024 N 1-P3.

8. B CpoK, He npeBblWaoWMn NATU pabounx AHen co AHA HanpasBAeHUA NocpeacTBOM eAuHOro
noptana B YNOJIHOMOYEHHbIM deaepasnbHblit OpraH WUCMOAHUTENbHOW BAACTU WAWU JIMYHBLIN KabWHeT
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YNOJHOMOYEHHOTO $efepanbHOro OpraHa WCMOJIHUTENIbHOM BNACcTM B €4MHOMN cUCTeMe 3aK/lYeHus
KOMMCCMM 3KCNEPTOB MO pesy/bTaTaM 3KCNepTM3bl KayecTBa YKasaHHOM B 4acTM 1 HacTosLlen cTaTbu
dbapmaueBTUYECKOM CybCTaHUMK, YNOJTHOMOYEHHbIN deaepanbHblli OpraH UCNONHUTENbHOW BAACTU:

(B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) ocyulecTBnfeT OLEHKY TaKOro 3ak/lyeHMsa A8 onpefeneHns ero COOTBETCTBMA 3a4aHWNI0 Ha
nposeAeHne AaHHOMN 3KCNepTM3bl;

2) nNpuUHUMaEeT pelleHMe O BK/AYEHUW YyKasaHHOM B Yactm 1 Hacroslwen craTbu
dbapmaueBTUYECKOM CyBCTaHUMM B TOCYAAPCTBEHHbIV PEECTP IEKAPCTBEHHbIX CPeacTB UK pelieHne 06
OTKa3e B TAKOM BK/IOUYEHUH;

3) BHOCWUT NPV MPUHATUM PELEHUs O BKAHOYEHWM YKa3aHHOM B 4acTM 1 HacTosAwel CcTaTbM
dbapmaueBTUYecKoi  cybcTaHUMM B FOCYZApCTBEHHbIM  PEEecTp  NEeKapCTBEHHbIX  CPeacTB
npeaycMOTPEHHYI0 YacTblo 2 cTaTbM 33 HacToAwero ®eaepanbHOro 3aKoHa MHPOPMaLMIO U HanpasaseT
3aABUTENIO NOCPeACTBOM €4MHOro MopTana WAM B AWYHbIA KabWHET 3aABUTENs B euHOW cucTeme
BbIMMCKY M3 roCy4apCTBEHHOIO peecTpa eKapCTBEHHbIX CPeACTB.

(8 pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, 07 27.12.2019 N 462-®3, o1 30.01.2024 N 1-d3)

9. OcHoBaHMeM AN OTKa3a BO BK/IHOYEHUM YKa3aHHOM B 4YacTM 1 HacToAwein craTbu
dapmaueBTMYECKON CcybCTaHUMM B TOCYAAPCTBEHHbIN pPeecTp JIEKAPCTBEHHbIX CPeacTB ABAAETCA
3aK104YEHME COOTBETCTBYHOLWLENO YNOJHOMOYEHHOro defepasbHOro opraHa UCMNOIHUTENBbHOM BAACTU O
TOM, YTO Ka4ecTBO ¢papmMaL,eBTUYECKOM CybCTaHUMMN HE NOATBEPKAEHO MOAYYEHHBIMU AAHHBIMM.

(yacTb 9 BBeaeHa PeaepanbHbim 3akoHOM OT 22.10.2014 N 313-d3; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponycKaeTcA BKAKOYEHWE B TOCYLAPCTBEHHbINM PEecTp /JIeKapCTBEHHbIX CPeACTB OAHOM
dbapmaueBTUYECKON cybCcTaHLMM, NPOU3BEAEHHOW ANA PEanM3aLnN U BbIMYCKAEMON OLHUM U TEM XKe
npousBoauTesnem, B BUAe ABYX U 6osiee peecTpoBbIX 3anmcen.

(yacTb 10 BBEeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. BHeceHWe U3MEHEHUI B AOKYMEHTbl Ha dapmaueBTUYECKYo cybcTaHUMIo, NPOU3BEeAEHHYIO
ON8 peannsaumm U BKIOYEHHYHO B rOCYAapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB, OCYLLLECTBASETCA
B nopsake, ycraHoBneHHom ctatbamMun 30 u 31 Hactoswero PepepanbHOro 3aKoHa, C ynnaToM
rocygapcTBEHHOM MOLW/IMHBI, NpeaycMOTPEeHHON 3aKoHoaaTenbcTBOM Poccuitckoit dPepepaunmn o
Ha/siorax n cbopax.
(yactb 11 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
O BO3MOXHOCTM ObpallueHna dapmaueBTUYECKOM CyOCTaHUMKU, UCKAKOYEHHOW M3 rocpeectpa, CM.
Takxke ®3 o1 30.01.2024 N 1-93.

12. Jonyckaetca obpalweHne papmaueBTUUYECKON CyOCTAHUMW [0 UCTEYEHWUS CPOKA FOAHOCTH,
NPOW3BEAEHHOM ANA peanu3aumn B TeyeHMe CTa BOCbBMMAECATM [AHel nocne AaTbl NPUHATUA
YNOSIHOMOYEHHbIM pesiepanbHbIM OPraHOM UCMOSHUTENBHOM BAACTU pPeLleHUA O BHECEHUN U3MEHEHUI
B JOKYMEHTbl Ha dapmaLeBTMYECKYHO CyBCTaHUMIO, B COOTBETCTBUM C MHPOPMALIMEN, coaepIKallenca B
OOKyMeHTax Ha GapmaLLeBTUYECKYI0 CyOCTaHLUMIO A0 AaTbl NPUHATUA TAKOTO peLUeHUs.

(yactb 12 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

13. PeweHue 06 WCKNIOYEHUM M3 TOCYAAPCTBEHHOTO peecTpa JIeKapCTBEHHbIX CPeacTs
dbapmauesTMyeckon cybctaHuMKM, npousseaeHHON ANA peannsaunmn, NPUHUMAETCa YNoJHOMOYEHHbIM
denepanbHbIM OpPraHOM UCMONHUTENbHOM BAACTK B C/lyYae:

1) npeactaBneHMA  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepasnbHbiM  OpPraHoOM
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NCNOJIHUTENIbHON BNACTU 3aK/IIOYEHUA O pucKke mnau 06 yrpose Xu13Hu nam 340pO0BbHO 4Ye/TI0BEKA nmbo
XKNBOTHOTO NP UCNON1Ib30BaHWNN NIEKAPCTBEHHOIO CpeacTBa,

2) HanpaBneHua  pa3paboTUMKOM  NIeKapCTBEHHOro  CpeacTBa WMAM  MPOU3BOAUTENEM
JIeKapCTBEHHOMO CPeacTBa MO0 YNOAHOMOYEHHBIM UMW APYIUM HOPULUYECKUM JIMLOM NOCPEeACTBOM
€4MHOro nopTana B YNOJHOMOYEHHbIM defepanbHblit opraH UCNOAHUTENbHON BAACTU WAW AINYHbBIN
KabMHeT ynoJsIHOMo4YyeHHoro ¢deaepasibHOrO opraHa WCMOJIHUTE/IbHOM BAAcTM B eAMHOM cucTeme
NOAMNMUCAHHOIO YCU/IEHHOM KBanMPULUMPOBAHHOM 3/EKTPOHHOM NOANUCLIO 3asABAeHMA 06 UCKAIYEHUN
M3  roCydapCTBEHHOrO peecTpa /IEKApPCTBEHHbIX cpeacTB  (papmaueBTUYEeCKOW  cybCcTaHuuu,
npousBeAeHHON ANA peannsaumm;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: npuMmeYaHue.
C 01.01.2026 n. 3 4. 13 cT1. 34 He pacnpoOCTpPaHAETCA Ha MPABOOTHOLIEHWA, BO3HMKAlOWME nNpu
0obpallleHMM NeKapCTBEHHbIX CPeACTB AN MeAnLMHCKOoro npumeHeHus (®3 ot 30.01.2024 N 1-93).

3) oTcyTcTBUA dhapmMaLeBTUYECKOM CybCTaHLMK, NPOM3BEAEHHON ANs peanusaunmn, B obpalleHnmn B
Poccuiickoii Pepepaunn B Te4eHMe Tpex 1 bosee neT.
(yacTb 13 BBeaeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 35. YTpatuna cuay ¢ 1 uona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6)xanoBaHue peweHusa o6 OTKase B Bblgaye paspelleHUs Ha nposegeHue
KNMHUYECKOro UCCNeA0BaHMA NEeKapCTBEHHOro npenapara, peweHusa o6 oTKase B rocyAapCTBEHHOM
perucTpaumm NeKapcTBEHHOro npenaparta, 3aK/JlYeHUs KOMMUCCMM 3KCNEepTOB  3KCNEepTHOro
yupeXKaeHUs UAn 3aKNI04eHUA COBETa Mo 3TUKe

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

PelweHne COOTBETCTBYHOLLErO YNOJHOMOYEHHOTO deaepasnbHOro opraHa UCNONHUTENIbHOW BNaCTH
06 OTKase B Bblgaye paspelleHnss Ha NpoBeAeHME KAMHUYECKOrO WUCCNeAO0BaHUA JeKapCTBEHHOro
npenaparta, pelleHue YyKasaHHoro d¢enepanbHOro opraHa WCMNOMHUTENbHOM BnactTM 06 OTKase B
rocygapcTBEHHOM pPEerucTpauMmM NeKapCTBEHHOro npenapaTta, 3aK/loYeHWe KOMMCCUMM  3KCNepToB
3KCMNEPTHOrO YyYpeXKAeHMUA WU 3aK/OYeHMe COBeTa Mo 3TMKE MOXKeT 6biTb 063KanoBaHO B Mopaake,
YCTQHOB/IEHHOM 3aKOoHOZATeNnbCTBOM Poccuiickon depepauymu. 3akntoyeHWe KOMMUCCUMM 3KCNepToB
3KCMEPTHOrO yYperKAEHUs O B3aMMO3aMEHAEMOCTU NEKAPCTBEHHbIX NpPenapaTtoB a8 MeAUUMHCKOro
npumeHeHns nMbo O TOM, YTO SIeKAPCTBEHHbIN NpenapaT 419 MegULMHCKOro NpUMeHeHUs He ABaAeTcA
B3aMMO3aMeHAEeMbIM, MOXKeT ObiTb 00)KafoBaHO AeprkaTenem MAM BAagesIbLEeM PerucTpalmoHHOro
YOOCTOBEPEHUS  NIEKApPCTBEHHOrO  Mpenapata B YNOJIHOMOYEHHbIM  denepanbHbli  OpraH
WUCNOJIHUTENbHON  B/IAaCTM,  KOTOPbIM  MPUB/JEKAaeT K  PACCMOTPEHUIO  YKa3aHHOW  anobbl
noaBeOMCTBEHHbIE €My HayyHble oOpraHusaumm u obpasoBaTenbHble OpraHusaumMmM BbICLLErO
06pa3oBaHKUs, oOcCyLecTBAAOWME AeATeNbHOCTb B cdepe o06palleHns IeKapCTBEHHbIX CPeacTB.
3aK/toYeHne KOMUCCUM 3KCMEPTOB 3KCNEPTHOro yypexaeHusa, opopmieHHoe No uToram nepecmoTpa
06)KaNIOBAHHOIO 3aK/OYEHUSA 3KCMepTa, MOXeT OblTb OCNOpPeHOo AepiKaTeNem WAM BAafesibluem
pPerncTpaLnoHHOro yaoCTOBEPEHMA IEKAPCTBEHHOMO NpenapaTta AMbo ynoJIHOMOYEHHbIM UMW INLOM B
nopsake, ycTaHOBNEHHOM 3aKOHOAaTenbCcTBOM Poccuiickoint ®enepaumn. Mpu 06KanosaHUN pelleHns
YNONHOMOYEHHOro deaepanbHOro opraHa WCNONHUTENbHOW BAAacTW, 3aK/OUYEHUs 3KcrnepTta Wam
KOMMUCCUM 3KCNEPTOB 3SKCMEPTHOrO YUYPENKAEHWUS, 3aK/NOYEeHUs coBeTa MO 3TUKe JepKaTenb wuam
B/ageneLl, perMcTpaLmoHHOro y10CTOBEPEHMA IeKapCTBEHHOro npenaparta AMb6o ynoaHOMOYEeHHOe MU
MU0 BnpaBe nNpeaCTaBUTb Pe3y/bTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOro npenapaTa, MPOTOKO/bI
MOJIYYEHHbIX aKKPeAUTOBAaHHbIMU  UCMbITaTeNbHbIMKM  Nabopatopuammn  (LeHTpamu) pesynbTaToB
nccneoBaHUM, UCMbITaHUA.
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)
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Cratba 37. UHdopmaumsa, cBA3aHHAA C OCYLLECTBJIEHWEM FOCYAApCTBEHHOM perucrpauum uam
perucTpauum NeKapCcTBeHHbIX npenapaTtoB, MHGOPMALMA O 3aPErucTPUPOBAHHbIX JIEKAPCTBEHHbIX
npenapartax W JNEeKApPCTBEHHbIX MNpenapatax, WCKAYEHHbIX W3 rocyfapcTBEHHOro peecrpa
JNleKapCcTBEHHbIX CpeacTB
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. CooTBETCTBYHOLWMIA YNOJHOMOYEHHbIN defepanbHbli  OpraH  UCMONHUTENBHOM  BAACTU
pasmewaetr Ha cBoem oduumanbHoM cante B cetn "WHTepHeT" wWHbOpmauuio, CBS3aHHYHO C
OCYLLECTB/IEHNEM FOCYAAPCTBEHHOM PEerucTpaLmm Uan permcTpaumm NeKapcTBEHHbIX NPenapaTos, B TOM
yucne NpPoOBEAEHMEM 3SKCNepTU3bl JIEKAPCTBEHHbIX CPeAcTB (BK/kOYas pesy/bTaTbl ee MpoBeAeHUs),
MHOOPMALUMIO O 3apPEermcTpMpoOBaAHHbIX NEKAPCTBEHHbIX MpenapaTax WM JIeKAPCTBEHHbIX MpenapaTax,
WCKNOMEHHBIX M3 FOCYyAapCTBEHHOIO peecTpa /IeKAPCTBEHHbIX CPEeACTB, He MO3aHee Yyem Yepe3 NATb
pabounx AHelN co AHA NONYYEHUS YNOJHOMOYEHHbIM delepasbHbiM OPraHOM UCMOIHUTENBHOM BAACTU
COOTBETCTBYIOLLEN MHOOPMALLUN.

(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 02.08.2019 N 297-93, o1 30.01.2024 N 1-$3)

2. CpOKM M NopAgoK pasmelieHMa yKasaHHoOM B 4Yactm 1 HactoAwen crtaTbM WMHGOpMaLUM
YCTaHaB/ANBALOTCA YNONHOMOYEHHbIM defepanbHbIM OpPraHOM UCNONHUTENbHOM BAacTU. MHbopmauma,
YyKasaHHaa B YyacTM 1 HacToAlWeNn cTaTbM, ABNSETCA OTKPbITOM U 06LWeaoCTynHOM U npegocTaBafeTca
3aMHTepPecoBaHHbIM NMLLAM B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon deaepaunm.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AN MEAUUMHCKOIo NnPUMEHEHNA, AOrOBOP
Ob UX MPOBEAEHWUMN, NPABA NAUUEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEAOBAHUNAX

Cratba 38. KnuMHuueckue wuccnepoBaHUA NEKAPCTBEHHbIX MpenapatoB ANA MeAULUHCKOro
npumeHeHus

1. KnMHnyeckme nccnefoBaHnAa NeKapCTBEHHbIX MPenapaToB AAa MEAULMHCKOTO NPUMEHEHUA, B
TOM YnC/ie MeXAyHapoAHble MHOTOLEHTPOBbIE, MHOTOLLEHTPOBbIE, MOCTPErNCTPALUOHHbIE, MPOBOAATCA
B OZHOM U/ HECKONbKUX MeAULIMHCKMX OPraHn3aLmaAxX B Chefyowmx Lenax:
(B pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-$3, o1 30.01.2024 N 1-93)

1) yCTaHOB/1IEHUNE 6esonacHocCTH NEeKapCTBEHHbLIX MpenapaTtoB AaA 340P0BbIX AO6pOBO!’IbLI,EB n
(M}'IVI) nepeHoCMMoCTn unx 340pOoBbiIMU ,EI,O6|:'JOBO}'IbLI,aMVI, 3a WUCKAKOYeHUNEM TaKuxX MCCﬂeAOBaHMVI
NNEKAPCTBEHHbIX MPeENapaTos, NpoOn3BeAEHHDbIX 3a Nnpegesiammn Poccuinckoit CDe,u,epau,MM;

2) no,u,ﬁop ONTUMaA/JIbHbIX AO03MPOBOK JN1IEKAPCTBEHHOIO npenapata WU KypcCa Je4dyeHuAa ONA
nauymneHToB C onpegesieHHbIM 3360]'IEBaHI/IEM, ONTUMaJIbHbIX 403 n cxem BakKUMHaulnn
MMMYH06MOJ'IOI'I/I'~IECKI/IMVI NEKapPCTBEHHbIMUM NpenapaTtamm 340P0BbIX ,CI,O6DOBOJ'IbLI,eB;

3) ycraHoBneHMe 6e30NacHOCTM NEKApCTBEHHOrO npenapata U ero 3¢pdeKTMBHOCTM /A
nauneHToB c onpeaeneHHbIM 3abo/1eBaHMEM, npoduNaKTUYECKoM adPeKTUBHOCTH
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 414 340P0BbIX 406P0OBONbLEB;

4) un3y4yeHMe BO3MOMKHOCTM paCWIMpPEHUA TMOKas3aHWA ANa MeAMUMHCKOTO MNPUMEHEHUA U
BbIAB/EHMA paHee HeW3BeCTHbIX MO6OYHbIX AEWCTBUIA  3aperMcTPUPOBAHHbLIX  N€KAPCTBEHHbIX
npenaparos.

1.1. KanHuyeckmne mccnenoBaHma NNEKAPCTBEHHDbIX NMpenapatos AnA MmeanunHCKOro npmmeHeHuAa
nposogATCA B COOTBETCTBMU C NpaBuiaMu Ha,u,nemau.l,eﬁ KAMHUYECKOM NPaKTUKNU, yTBEPHKAEHHbLIMU
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EBpPa3sMiMCKON SIKOHOMMYECKOW KOMUCCHEN.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

2. B OTHOWeEHWM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB ANs  MeAMUMHCKOro
NPUMeHeHUa  MNPOBOAATCA  UCCNeA0BaHUA  BMOIKBMBANEHTHOCTM UM (MAKM)  TepaneBTUYECKOM
3KBUBAJIEHTHOCTM B NOPAAKE, YCTaHOBAEHHOM aKTaMM, cocTaBasowmmm npaso Cotosa.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. OpraHu3auuio nNpoBeAeHNs KANHUYECKUX WCCAeA0BaHMIA JIeKapCTBEHHOro npenapaTta 4.4
MeANLMNHCKOro NPUMeHeHNA BNpaBe OCyLLEeCTBAATD:

1) pa3paboTumnK NekapcTBEHHOrO NpenapaTa Uan yrnoJHOMOYeHHOE UM INLLO;

2) obpasoBaTefbHble OpraHU3aUMM BbiCclero o06pa3oBaHWMA, OpraHU3auMM A0MNONHUTENLHOIO
npodeccmoHanbHoOro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4Hble opraHM3aumm.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. KnnHuyeckme ucciefoBaHMA NEKapCTBEHHOro npenapata gaa MeAULMHCKOTO MpPUMEHEeHMA
NPoOBOAATCA HA OCHOBAHWUK pa3peLleHnA Ha NpoBeAeHNe KIMHMYECKOrO UCCne0BaHMA NeKaPCTBEHHOIO
npenapaTta, BblAAHHOTO YMNOJHOMOYEHHbIM deaepasbHbIM  OPraHOM  MWCMNOAHUTENIbHOM  BAIACTW.
YNonHOMOYeEHHbIV defepanbHbI OpraH UCNONHUTENLHOW BNAaCTU BeAeT PeecTp BblAAHHbIX pa3peLleHnit
Ha NpoBeAEeHME KIMHNYECKUX UCCeA0BaHUIM 1eKapCTBEHHOIO NpenapaTa, CoA4epKallinii yKasaHMe Ha UX
uenb UK Lenu, B yCTaHOB/IEHHOM 3TUM OpraHOM Nopsake.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)

5. YTpatun cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusauumn npoBefeHus KAMHUYECKMX UCCNEAOBaHWI JIeKapCTBEHHOro npenaparta As
MEANUMHCKOTO NPUMEHeHUa pPa3paboTyMKOM JIeKapCTBEHHOro npenapata MOryT MpUB/IEKaTbCs
topuanyeckme nauua  nobol  opraHM3auMoOHHO-NpaBoBo  ¢opmbl  Npu  ycnosBun obecneyeHus
COOTBETCTBUA 3TUX UCCNeA0BaHMIA TpeboBaHMAM HacTosAwero PeaepanbHOro 3aKoHa.

7. YTpatnn cuny. - PeaepanbHolit 3akoH ot 30.01.2024 N 1-P3.

8. [MepeyeHb MEAMUMHCKMX OpraHuW3auuii, NPOBOAALMX  KAMHWYECKME UCCNeA0BaHMA
NeKapcTBEHHbIX MpenapaTtoB Aaa MeAWLMHCKOrO NMPUMEHEHUA, U PeecTp BblAaHHbIX pa3spelleHuid Ha
nNpoBeAeHMe KIMHUYECKUX WCCNeL0BaHUIM  JIEKApCTBEHHbIX NpernapaToB  onybAMKOBbLIBAOTCA U
Pa3MeLLatoTCa YNoJHOMOYEHHbIM desiepasibHbiM OPraHOM UCMOJIHUTENIbHOW BAACTU B YCTAaHOB/IEHHOM
UM nopAgKe Ha cBoem odpuuManbHOM caiTe B ceTh "UHTepHeT".

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.
MonoxkeHua ct. 39 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs npeaocTaBAeHUA roc. ycayr
nocpeacTsomM eAMHOM CUCTEMbI U (MAK) eauHOro noptana, npumeHsatotca ¢ 01.01.2026.

CraTtba 39. PewleHne o npoBegeHUN KAMHUUYECKOro UCCNea0BaHUA NeKapcTBEHHOro npenapara
ONA MeQULMHCKOro NPpUMeHEeHUA

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHnyeckoe wmccneposaHue NEeKapCTBEHHOrNo npenaparta Ana mMmegununHCKoro npummeHeHuA
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nposoanTCA Ha OCHOBaHWUK pa3pelleHnAa Ha nposeaeHne KIMHNYeCKoro nccnegoBaHMAa NeKapCTtBeHHOIo
npenaparta, BblAAHHOINO YNO/IHOMOYEHHbIM d)Eﬂ,epa!'IbelM opraHom WUCNONHUTENbHON BAAcTM Mo
pe3ynbTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEO6XOAMMbIX ana nonyyvyeHuAa paspeweHnAa Ha nposeaeHue
KINMHNYECKOro nccnegoBaHmnAa 1eKapCTtBeHHOro npenapata u 3TUYECKO IKCNnepTUn3bl.

2. lnA nonyyeHus paspelleHnA Ha NpoBeAeHUEe KAMHWYECKOTro UCCNef0BaHMNA IEKAapCTBEHHOMO
npenapaTta 4aAa MeAUUMHCKOrO NPUMEHEHUA 3aABUTEIb HaNpPaBAseT NOCPeACTBOM eANHOro nopTtana B
YNO/NHOMOYEHHbIN  deaepanbHbli  OpraH  WUCNONAHUTENIbHOM  BAACTM  WAM  JINMHBLIA  KabuHeT
YyNoAHOMOYEHHOro peaepasbHOr0 opraHa UCNOAHUTENBHOW BAACTU B €4MHON CUCTEME:

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asBneHMe O Bblgaye paspeleHns Ha MpoBeAeHWe KAMHWYECKOro McCiefoBaHusA
NIeKApCTBEHHOrO  Mpenapata Ana  MeAUMUMHCKOrO  MPUMEHEeHWA, NOAMMCAHHOE  YCUJIEHHOW
KBa/IMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2) yTpaTtun cuny. - deaepanbHblii 3akoH oT 30.01.2024 N 1-93;

3) NPOTOKO/ KAMHMYECKOro WCCAeA0BaHMA JfIeKapcTBEHHOro npenapata A48 MeAMUMHCKOro
NPUMEHeHUs;

4) 6poLwwtopy muccneaosaTens (419 3aperncTpMpPoBaHHOTO JIEKAPCTBEHHOTO NpenapaTta AonyCcTMMo
3aMeHUTb 0J06peHHON 0bLWell XapaKTepUCTUKOW JIeKApCTBEHHOro Mpenaparta, €ec/iM  TaKoM
NeKapcTBEHHbIM Npenapar 3aperucTpupoBaH B COOTBETCTBMM C aKTaMu, CocTaBasowmmm npaso Cotosa,
M ero npUMeHeHWe B K/JAMHWYECKOM WCCAef0BaHWM He MNpPOTUBOPEYUT oa06peHHol obuwel
XapaKTEPUCTUKE NIEKAPCTBEHHOIO NpenapaTa AN MeANUMHCKOTO NPUMEHEHNA);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

5) "HGOPMALMOHHbIN TUCTOK NALMEHTA;

6) cBegeHns o6 onbiTe paboTbl UcCcnenoBaTeNieilt NO COOTBETCTBYIOWMM CNEUManbHOCTAM U UX
onbiTe paboTbl MO NPOBEAEHUIO KNIMHUYECKUX UCCNe0BaHUIA;

7) - 8) yTpaTnau cuny. - deaepanbHbiii 3aKkoH oT 30.01.2024 N 1-03;

9) KON O0roesopa o0bna3aTenbHOro CTpaxoBaHUA, 3aKNHOYEHHOIO B COOTBETCTBUM C TUMOBbIMMU
npasuiamum 0bA3aTeNnbHOro CTpaxXoBaHWMA, C YKa3aHunem I'IpE,CI,EJ'IbHOVI YACNEHHOCTN NAUUNEHTOB,
ydyacTBylOWMNX B KJAUHUYECKOM UCCNeaoBaHUM NEKApPCTBEHHOrNo npenapata Ana MeaumunHCKoro
npuMeHeHUA;

10) nHbopMaumio O COCTaBe NeKapCTBEHHOrO mpenapata Aja MeAULMHCKOro npumeHeHus (3a
NCKtoYeHNeM BMON0rMUYECKUX NeKapPCTBEHHbIX NPenapaTos);
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11) [OKYMEHT, COCTaBAEHHbIV NPOU3BOAMUTENIEM SIEKAPCTBEHHOTO NpenapaTta 418 MeAULMHCKOro
NPUMEHEHUA U COAEPKALMI MOKa3aTeIn (XapaKTEPUCTMKM), a TaKKe CBeLEHUSA O JIeKapCTBEHHOM
npenapate Aaa MeOWUMHCKOTO TMNPUMEHEHWA, MPOU3BEAEHHOM A/ TNPOBEeAEHUA KJAUHUYECKUX
nccneaoBaHuiA (3a CKNOYEHUEM BUONOTMUYECKUX IEKAPCTBEHHbIX NpenapaTos);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

11.1) AOKYMEHTbl M CBeAeHWsA, NPeayCMOTPEHHble MpaBuAaMU NPOBeAEHUA UCCAefoBaHUM
6MONOIMYECKUX JIEKAPCTBEHHbIX CPeAcTB EBPA3sMIMCKOroO 3KOHOMMYECKOro COHo3a, YTBEPXKAEHHbIMU
EBpasuniiCKO SKOHOMMYECKO KOMUCCUEN;

(n. 11.1 BBeaeH PenepanbHbim 3akoHoM oT 30.01.2024 N 1-03)

12) cBegeHWs o AaTe NpenoCTaBAEHUA U PErnCTPaLMOHHOM HOMEpPE IMLEH3MU Ha NPON3BOACTBO
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NIEeKapPCTBEHHbIX CPEACTB B Cay4Yae, eCcin NPOM3BOACTBO JIEKAPCTBEHHOrO NpenapaTa OCYLLEeCTBAAETCA B
Poccuiickolt depepaumn, MAM  [JOKYMEHT, COAEPXKALLMWA CBeAEeHUs O p[aTe NpefocTaBieHUs U
PEerucTpaLMoOHHOM HOMEPE 3aKIHOYEHUS O COOTBETCTBMM NPOU3BOAMTENS JIEKAPCTBEHHOrO Npenapata
TpeboBaHMAM npasun Haganexalen NpPOn3BOACTBEHHOM NPaKTUKK, npenocTaBNeHHOro
YNOJAHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAMTENA NEKAPCTBEHHOIO NpenaparTa.

(B peq,. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-$3, o1 30.01.2024 N 1-$3)

2.1. CBegeHua, noateepxkaatowme $akT ynaaTbl rocyAapCTBEHHOM MOLW/IMHBLI 33 NpPoBeAeHue
3TUYECKOM 3KCMepTU3bl, 3KCMEpPTU3bl AOKYMEHTOB Ha JEKAPCTBEHHbIM nNpenapat AAA MoAyyYeHus
pa3pelweHna Ha nNpPOBEAEHME KAMHUYECKOTO WCCNELOBAHWA /NIeKapCTBEHHOrO npenapata  AnaA
MEONLMHCKOIO NPUMEHEHMA, 3@ BblAady pa3pelleHMA Ha NpPoBeAeHUEe KAMHMYECKOro McCnefoBaHMA
JIeKapCTBEHHOrO NpenapaTa 414 MeANUUHCKOro NPMMEHEHUS, 3a NPoBeAEHNE SKCNEPTU3bl AOKYMEHTOB
Ha NEeKapCTBEHHbIM npenapat AAa MNOAYYEHUA paspelleHus Ha MNpPoBeAeHME MENKAYHapo4HOro
MHOTOLEHTPOBOIO K/AMHUYECKOro WCCNeoBaHMA NeKapCTBEHHOrO npenapaTta Ana MeguuMHCKOro
NPUMEHEHMA, 3a Bblgayy paspeleHMa Ha MNpPoBeAEHWE MENKAYHAPOAHOro0 MHOMOLEHTPOBOro
KNMHUYECKOTO WCCNeAoBaHMA /IEKApPCTBEHHOrO npenapaTta Ans MeaMUMHCKOro NpMMEHEHMUs, 3a
NnpoBefleHNE 3TUYECKOM 3SKCMEPTU3bl, SKCMEPTU3bl AOKYMEHTOB Ha JIeKAPCTBEHHbIM nNpenapat Aans
NnoslyyeHMA paspelleHns Ha MpoBeAeHUe MOCTPErncTPaUMOHHOIO KAMHUMYECKOro WUccnenoBaHuA
JIEKapCTBEHHOrO Npenaparta Ana MeauLMHCKOro NpMMeHeHUs, 3a Bbl4ady paspeLleHns Ha nNpoBeaeHme
NMOCTPErncTpaLMoHHOro KJANHMYECKOrO UCCe0BaHNA IEKAPCTBEHHOrO npenapaTa Aaa MeauuMHCKOro
NPUMEHEHNA, a TaKKe CBeAEeHWs O BblgaBaemblx (NpPeaocTaBAfEMbIX)  YNOJHOMOYEHHbIMU
denepanbHbIMM OpraHaMmn UCMOJIHUTEIbHOW BIAaCTU AOKYMEHTax (CBeAeHMAX), YKa3aHHbIX B NyHKTe 12
YyacTM 2 HacToAWEeN CcTaTbW, YMNOJHOMOYEHHbIN deaepasnbHbii OpraH WUCNOJIHUTENbHOM BJ1acTU
3anpalmBaeT B NOPALKE MEKBEAOMCTBEHHOIO 31EKTPOHHOIO B3aMMOLENCTBMA.

(yacTb 2.1 B pea. PeagepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cpoK, He npeBbiwatowmii Tpex pabounx gHen co AHA HanpasieHWs B JIMYHbLIA KabuHeT
YyNo/HOMOYEHHOrO desepanbHOro opraHa UCNONHUTENBHOW BNACTU B €AMHON CUCTEME YKa3aHHOro B
NyHKTe 1 4acTM 2 HacToAWEN CTaTbW 3asBAEHUSA U HEOOXOAUMbBIX LOKYMEHTOB, YMNOJHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

1) npoBOoAUT NPOBEPKY MNO/IHOTbI U OCTOBEPHOCTU CBeAEHMﬁ, coaeprKalwmnxca B npeacrtaB1€HHbIX
3aABuTenem AOKYMEHTAX;

2) NPUHUMAET pelleHne o NnpoBedeHNN IKCNEPTU3blI JOKYMEHTOB ON1A NONYYHEHUA pa3pelleHna Ha
nposeageHne KAUHUYECKOro MUCCnegoBaHMA  N1€eKAapCTBEHHOrNo npenapata  Ana  meauMumHCKOoro
NPpUMEHEHNA N 3TUYECKOM 3KCNepTn3bl naun 06 oTKase B nposeaeHMn yKa3aHHbIX 3KCNEPTU3;

3) HanpaBAsAeT 33aABUTENO NOCPEACTBOM €4MHOro MOPTana UM B IMYHLIA KabuHET 3anaBuTeNA B
eANHOW  cucTemMe MOAMUCAaHHOE  YCWIEHHOM  KBAaNMULMPOBAHHOW  3NEKTPOHHON  MOAMUCHIO
yBeAOM/IEHNE O NPUHATOM peLleHnn NMbo B CydYae NPUHATUA pelleHns 06 OTKase TaK¥Ke C yKasaHuem
NPUYMH TaKOro OTKasa;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

4) HanpaBNfeT B /IMYHbIA KabWHET 3KCMEepPTHOro y4yperKaeHWa B eAMHON CUCTEME W JINYHbIN
KabMHeT coBeTa MO 3TMKe 3aJaHMA Ha MNpoBeAeHME COOTBETCTBYIOLWMX 3KCNEpPTU3, MOAMMUCAHHble
YCUAEHHBIMWN KBaNIMOULMPOBAHHBIMWU 3N1EKTPOHHBIMU NOAMMUCAMM.

(n. 4 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4. B cnyyae BbiIBN€HWA HENOIHOTbI U (MAKM) HefZOCTOBEPHOCTU MHPOPMALMK, copeprKallenca B
npeacTaBNeHHbIX 3anABUTEIeM A0KYMEHTaX, YNOJHOMOYEHHbIN deaepasnbHblit opraH UCMOAHUTENbHOW
B/1aCTW HaNpaBAseT B JIMYHbIN KaBMHET 3aaBUTENA B €ANHOM CMCTEME 3anpoc 06 YTOUYHEHWUW YKa3aHHOM
MHbOpMaAUUM, NOAMUCAHHBIN YCUNEHHOM KBaAUPUUMPOBAHHON 3/1EKTPOHHOW MNOANUCBLIO. 3anaBUTENb
06s3aH HanpaBUTb B JINYHBLIN KabUHET yno/JIHOMOYEHHOro ¢ezepasbHOro OpraHa MCNOAHUTE/bHOM
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B/1IACTU B eAMHOM cucTeme NOAMUCAHHbIN YCUNEHHOM KBAaNUPUUMPOBAHHON 3NEKTPOHHON NOAMMUCHIO
OTBET Ha 3anpoc YNoJHOMOYEeHHoro ¢eaepasbHOro opraHa WCNOJHUTENbHOW BAACTU B CPOK, He
npeBbIWaOWMA  AeBAHOCTa pabouymx AHel co AHA NOAyYeHMA YMNONHOMOYEHHbIM deaepasbHbIM
OpPraHOM WCMOJIHUTE/IbHOW B/IACTU 3/IEKTPOHHOIO YBEAOM/IEHUA O MOJIyYEeHUW 3aABMTE/IEM 3anpoca.
CpoK, YKasaHHbIN B 4acTM 3 HAcTOALLEN CTaTbM, NMPUOCTAHAB/IMBAETCA CO AHA HaNpaB/EHUS B JINYHbIN
KabuMHeT 3asBuTeNa B eAMHOMW cucTeme 3anpoca YnoJIHOMOYeHHoro deaepasbHOro opraHa
WCMOJIHUTE/IbHOM BIACTU A0 AHA HanpaB/ieHUA B JIMYHbIN KabUHET yNnoJHOMOYEHHOro deaepanbHOro
opraHa WCMNONHUTENbHON BNAacTM B eAMHON cucTeme OTBEeTa Ha 3anpoc M He Y4YuTbIBaeTca npu
MCYMCNEHUMN CPOKA MPUHATUA YNOJHOMOYEHHbIM dedepanbHbiM OPraHOM MCHONHUTENIbHON BAACTU
pelweHns O MNPOBeAEeHMU IKCMEepPTM3bl AOKYMEHTOB A/1A MOJIyYEHUA paspelleHnss Ha npoBedeHue
K/IMHWUYECKOro UCCNeoBaHMA IEKaPCTBEHHOIO Npenapara Aas8 MeguUUHCKOro NPUMMEHEHMUS.

(yacTb 4 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHOBaHVeM A1l OTKa3a B MPOBEAEHUMN IKCMEPTU3bI LOKYMEHTOB A1 NOJYYEHUs paspeLleHus
Ha npoBedeHMEe KAMHMYECKOro WCCNef0oBaHMA JIeKAapCTBEHHOrO npenapata Ana MegmUMHCKOro
NPMMEHEHMA M 3TUYECKON 3SKCNepTM3bl ABAAETCA NpPeACTaB/leHWe OOKYMEHTOB, NpPeayCMOTPEHHbIX
YyacTblo 2 HacToALWEN CTaTbK, B HENO/JIHOM 0bbeme, HenpeacTaBAEHUE 3aABUTENIEM B YCTaHOB/IEHHbIN
CPOK OTBETa Ha YKasaHHbIM B YacTu 4 HacCToALEN CTaTbM 3aMnpoc YnoJHOMOYEHHOro ¢eaepasnbHOro
opraHa MCMNONHUTENbHOM BAACTM NIMBO OTCYTCTBME B MPEACTaBJAEHHbIX AOKYMEHTAX MCYEPNbIBAIOLLENO
nepeyHa Heobxogumol nMHGOpMaUUKU MAN MHOOPMALMM, KOTOpaa AO/KHA BbiTb OTparKeHa B HMX, a
TaKXKe OTCYyTCTBME CBEAEHWW, KOTopble B  JAajsbHellem MNOATBEP)KAATCA  NOCPeacTBOM
MeKBELOMCTBEHHOIO 3/IEKTPOHHOIO B3aMMOZENCTBMSA, 0 GaKTe ynaaTbl rocyAapCTBEHHOM MOLW/MHBI 3@
npoBeAeHMe 3TUYECKOW 3SKCMepTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIM MpenapaTt as
MoJIy4YeHUA paspeLleHns Ha NPoBeAEeHME KIMHUYECKOTO UCCIeA0BaHUA JIEKAPCTBEHHOIO npenapaTta As
MEANUMHCKOTO NMPUMEHEHUS, 3a Bblgayy paspelleHus Ha MpoBefeHUe KAMHUYECKOro ucciegoBaHus
JIeKapCTBEHHOTO NpenapaTa 4/19 MeAULMHCKOTO NPUMEHEHWS, 3a NPOBeAEeHMEe SKCNePTM3bl JOKYMEHTOB
Ha JIeKapCTBEHHbI Npenapat A8 MOJyYeHWA paspelleHus Ha MpoBeAEeHUE MeXAYHapOoLHOro
MHOTOLEHTPOBOIO KJIMHUYECKOTO WCCNef0BaHMA JIEKAPCTBEHHOTO MpenapaTta A4/1s MeaMUMHCKOro
NPMMEHEHWA, 33 BblJAYyy pPaA3peLleHns Ha MPOBEAEHME MEXAYHAPOLHOrO MHOTOLEHTPOBOIO
K/MHUYECKOTO UCCNefoBaHUA IeKapCTBEHHOro npenapata Ans MeAMUMHCKOro MpPUMEHeHMs, 3a
npoBeAeHWe 3TUUYECKOW 3KCMEePTM3bl, IKCNEpPTU3bl AOKYMEHTOB Ha JIeKApCTBEHHbIM npenapaTt Ans
NoNyYyeHUa paspelleHMs Ha npoBeAeHWe MOCTPErMCTPAUMOHHOIO KAMHWYECKOTO UCCaefoBaHMA
NleKapcTBEHHOrO Npenaparta 414 MegUUMHCKOro NPUMEHEHMA, 3a BblAady pa3pelleHna Ha npoBeaeHne
NOCTPErUCTPALMOHHOMO KAMHUYECKOTO MCCNEeA0BaHUA IeKapCTBEHHOro Npenapata 414 MeanUMHCKOro
NPUMEHEHNA.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

6. [poBeaeHMe 3KcnepTM3bl AOKYMEHTOB A/1A MONYYEHUA paspelleHns Ha npoBeaeHue
KNIMHUYECKOrO MUCC/IeA0BaHMA NEeKapCTBEHHOrO npenapata gaa MeAULMHCKOTO MNPUMEHEHUA U
3TUYECKOW 3KCMepTU3bl, COCTaBJEHWE KOMMUCCMEN IKCMepTOB M COBETOM MO 3TUKE 3aK/IYEeHWn o
BO3MOXXHOCTU WM HEBO3MOMKHOCTU MPOBEAEHUA TAaKOro KAMHUYECKOro MCCAenoBaHUA, noAanucaHue
3aKNHOYEHUN YCUNEHHbBIMM KBAIMPULMPOBAHHBIMM 3/1IEKTPOHHbIMW NOANUCAMM U HanpaBaeHWe SaHHbIX
3aKH0YEHUN B INYHBIA KabBUMHET yNnosHOMOYeHHOoro ¢enepasbHOro opraHa UCNOJIHUTENIbHON BNACTU B
e4MHOMN CMCTeME OCYLLECTBAAIOTCA B CPOK, He NMPeBbIWAOWMA ABALLATM NATU pabounx AHEN Co OHS
HanpaB/ieHMA B JIMYHbIN KAOWHET 3KCNepTHOro YyYperKaeHus B eAuMHOM cucTemMe  334aHus
YNOJHOMOYEHHOIo ¢enepanbHOro OpraHa MCMNOAHUTE/IbHOM BAACTU C MPUIOXKEHMEM [OOKYMEHTOB,
YKas3aHHbIX B NyHKTax 3, 4, 10, 11 n 11.1 yacTn 2 HaCTOALLEN CTaTbW, U HanpaBAEHUA B INYHbIA KabuHeT
coBeTa MO 3TUKE B eAMHON cucTeme 3afaHWs  YNOJIHOMOYeHHoro d¢eaepanbHOro opraHa
WUCMNOJIHUTENIbHOW BNIAaCTU C MPUAOKEHMEM [AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 U 9 yvactm 2
HacTosLLLEeN cTaTbu.

(yacTb 6 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. B CpOK, He npeBbllaloWmini Tpex paboumx AHen co AHA HanpaBAeHMA B JIMYHbLINA KabuHeT
YNOJIHOMOYEHHOIrO deaepasbHOro opraHa MUCNOJHUTENIbHOW BAAcTU B eAMHOW CUCTEME 3aK/IHYeHWN,
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YyKa3aHHbIX B 4acTW 6 HacToAlei CTaTbM, YNOJHOMOYEHHbIM deaepanbHbl opraH UCMOAHUTENbHOM
BNaCTU:
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) ocyuwecTBnAeT OLEHKY MOCTYNUBLUMX 3aKAlOYeHUIn Ansa onpeaeneHua WX COOTBETCTBUSA
33a4aHNAM Ha NPOBeleHNE COOTBETCTBYIOLLNX IKCNEPTU3;

2) NpYHMMaEeT pelleHWe O BblAaye paspelleHUs Ha NpoBefeHWMe KAMHUYECKOro MCCneLoBaHuUsA
JIeKapCTBEHHOTO NpenapaTa g8 MegULMHCKOro NPUMEHEHMA, BHOCUT B PEECTP BblAaHHbIX pa3peLleHui
Ha MpOBeAEHME KAMHUYECKMX WCCNefOBaHUI  NIeKAPCTBEHHOrO Npenapata COOTBETCTBYHOLLYHO
MHPOPMALUMIO M HanpaBAseT MNOCPencTBOM €4MHOro MNopTana 3asBUTEND WUAW B NIMYHBIA KabuHeT
3aABUTeNs B €4MHOM CUCTEME BbLIMUCKY W3 peecTpa BblAAHHbIX paspelleHuit Ha npoBeaeHue
KAMHUYECKUX nccnenoBaHnm NIeKapCTBEHHOIO npenapara, noAnMcaHHyto yCUNeHHoM
KBa/IMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO;

(n. 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3) npuHUMaeT pelleHMe 06 OTKase B Bblgaye paspelleHMA Ha NpoBeAeHUEe KANMHUMYECKOro
UCCNeloBaHUA NIeKapCTBEHHOro npenapata And  MeAMUMHCKOTO NPUMEHEHWs W HanpasaseT
nocpeacTBOM eAMHOro fnopTana 3asaBUTEN0 WAM B JIMYHbLIA KabuHeT 3asaBuUTens B eAMHOW cucteme
[aHHOEe pelleHne, MnoAnMcaHHOe YCUIEHHOMW KBaANMOUUMPOBAHHOM 3/MEKTPOHHOM MOANUCHIO, C
YKa3aHnem NpuymH oTKasa.

(n. 3 B pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

8. OcHOBaHWeM /18 OTKa3a B BblAade paspelleHns Ha NposBeaeHne KAMHUYECKOro UCCnenoBaHus
NeKapCTBEHHOro npenapata 414 MeOMUMHCKOTO MNPUMEHEHUA ABAAETCA HaavuuMe 3aKaloHeHun
KOMMCCUU IKCMEPTOB MM 3aKNIOYEHMA COBETA MO 3TUKE O HEBO3MOMKHOCTM NPOBEAEHUA KAUHUYECKOrO
NCcCNefoBaHNA NIEKapCTBEHHOrO npenapata Ana MeAMUMHCKOrO MNpUMEHeHMa Mo  pesynbTaTam
NpoBeeHHbIX IKCNepTH3, NPeAyCMOTPEHHbIX YaCTbio 6 HACTOALLEN CTaTbM.

9. PeweHne 06 oTKase B NPOBEAEHWUWN IKCMEPTU3bI AOKYMEHTOB ANA NONYYEHUA pa3peLleHns Ha
npoBeAeHWe KAMHWYECKOTO WCCNeAO0BaHMA  NIEKAapCTBEHHOrO npenapata  Ans  MeAULMHCKOro
NPMMEHEHUA M 3TUYECKOM 3KCNepTM3bl M B Bblgaye paspelleHus Ha MpPoBedeHME KAUHUYECKOro
UCCNef0BaHMA NEeKapCTBEHHOro Npenapata ANA MeAULMHCKOrO MPUMEHEHMUSA MOXKET BbiTb 063KanoBaHo
B NOpAAKe, yCTaHOBNEHHOM 3aKOHO4aTeIbcTBOM Poccuitickoin degepauuu.

KoHcynbTaHTlAOC: NpumeyaHue.
MonokeHua c1. 39.1 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBAEHUs roc. ycayr
nocpeacTBOM eAnHOM cuctemMbl, npumeHsatotTca ¢ 01.01.2026.

Cratba 39.1. 3TMuecKan 3KcnepTusa
(sBegeHa degepanbHbiM 3aKoOHOM 0T 22.12.2014 N 429-03)

1. 3Tnyeckan 9KCNepTn3a nposoanTCcAa COBETOM MO 3TUKE, CO34aHHbIM B nNopAaKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM cbe,u,epaanblm OopraHom NCNONHUTENbHOM B/1aCTH, B LeNAX Bblga4n 3aKA04EHUA 06
3TUYeCcKoM 060CHOBAHHOCTN BO3MOMKHOCTH nposeaeHnAa KIMHNYECKOro nccnegoBaHnAa N€KapCTtBeHHOIo
npenaparta gna meamymnHCKoOro npumMmeHeHuA.

2. JKcnepTamu CoBeTa MO 3TMKE MOryT ObiTb NpeacTaBUTENM MeAMLMHCKMX OpraHusaumi,
HayyHbIX OpraHusaumin, o6pasoBaTe/NbHbIX OpraHM3aumMii  Bbicliero o6pa3oBaHMsA, a TaKxkKe
npeactaBuTeNn OBLLECTBEHHbIX OpraHuM3auMii, PenurnosHbiXx OpraHusauuin M CPeacTB MaccoBOW
nHpopmaumn. [aHHble 3KCMepTbl He AO/KHbl HaXOAWUTbCA B KaKoOM-AMbo  3aBMCMMOCTM  OT
pa3spaboTUMKOB /NEeKapCTBEHHbIX NpenapaToB W APYrMX /WL, 3auMHTEPEeCcOBaHHbIX B pe3y/abTaTax
3TUYECKOW 3KCMepTUsbI.
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3. OnnaTa yc/Ayr 3KcNepToB coBeTa MO 3TUKEe OCYLLeCTBAAETCA Ha OCHOBaHMM [0roBopa,
3aK/IIOYEHHOro MeXAay YNoAHOMOYEHHbIM deaepasnbHbiM OpraHOM UCNOIHUTENLHOW BNACTU, KOTOPbLIM
co3AaH CoBeT MO 3TUKe, M SKCNepTOM CoBeTa MO 3TMKe, 3a cyeT 6laMKeTHbIX aCCUrHOBaHWMA,
NpPeaycMOTPEHHbIX YNOJHOMOYEHHOMY deaepasbHOMY OpraHy WMCNOAHUTENbHOM BAACTW, KOTOPbIM
co34aH COBET Mo 3TuKe, B dedepasbHOM OlogxKeTe Ha COOTBETCTBYHOWMMA roa Ha obecneyeHue ero
AeATeNbHOCTU, B pasmepax, yCTaHOBAeHHbIX MpaBuTenbctBom Poccuitickoit denepaumu.

4. 3KcnepTbl cOBeTa MO 3TUKE HEecyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM
Poccuiickoin Peagepaunn.

4.1. Mpwn npoBeaeHUN ISTUYECKON IKCMepTM3bl He [oMnycKaeTca UCTpeboBaHWe 3KCrnepTom y
3anBuTens nMbo MHbIX UL, MaTepuanos, HEOBXOAUMBIX ANA NPOBEAEHWUS STUYECKOM 3KcnepTusbl. B
C/lyyae HeAOCTAaTOYHOCTM NPeACTaB/IEHHbIX 3KCNEpTy MaTepuasioB B JIMYHbIA KabuHeT 3aaBuTena B
€4NHOM CUCTEME YNOJHOMOYEHHBIM IMLLOM COBETA MO 3TWUKe HanpaBAseTCcA 3anpoc O npeacTaBAeHUn
HEeobXoAMMbIX MaTepuanos, MOAMNUCAHHbIN pyKoBoauTenem (ynoaHOMOYEHHbIM AMLOM) cOoBeTa no
3TUKE C WCNONb30BAaHMEM YCWUAEHHOM KBanMPULUMPOBAHHOM 3/MEKTPOHHOM MOAMUCKU, a TaKXKe
HanpasnAeTca yBegom/ieHMe 06 YKasaHHOM 3anpoce B /INYHbIM  KabMHET YNoJAHOMOYEHHOro
denepanbHOro opraHa UCNONHUTENbHOM BNACTU B eAMHOM CUCTEME.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-d3)

4.2. 3asButenb o6A3aH HanpaBuTb B JIMYHbIA KabMHET coBeTa MO 3TUKe B €4AMHON cucTeme
NOAMUCAHHbIN  YCUAEHHOW KBAaNNPULMPOBAHHON 3/MEKTPOHHOMW NOAMUCBID OTBET Ha 3anpoc o
npeAcTaBNeHNUN HeobXoAMMbIX MaTepuanoB COBETY MO 3TUKE B CPOK, He MpeBbllUAloWMIA AeBAHOCTA
paboumx AHel CO AHA MOJIyYEeHUA COBETOM MO 3TUKE 3S/1EKTPOHHOIO YBEAOMJIEHUA O MNOJYYEHUU
3aABUTe/IeEM YKa3aHHOro 3anpoca. Bpema co AHA HanpaB/ieHMA COBETOM MO 3TUKE B JIMYHBIN KabuHet
3aABMTeNs B eAMHOM CUCTeMe 3anpoca O MpeacTaB/eHMUM HeobXoAuMbIX MaTepuanos A0 AHA
HanpaB/ieHMA 3aABUTEIEM B JIMYHbIV KAaOMHET coBeTa NO 3TUKE B eAMHOMN CUCTEME OTBETA Ha YKA3aHHbIM
3anpoC He YYUTbIBAETCA NPU UCUUCNEHUN CPOKA NPOBEAEHMA STUYECKOM IKCNEPTHUIDI.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

5. CocTaB coBeTa Mo 3TMKe, NoNoXKeHMe 06 3TOM coBeTe, MOPALOK ero AeATe/IbHOCTU, TpeboBaHUA
K KBannduKaumm n onbiTy paboTbl NO 3IKCMEPTHOW OLEHKE Hay4yHbIX, MEAMLMHCKMX W ITUYECKUX
acCneKToB KAMHMYECKUX UCCNeA0BaHUI NeKapPCTBEHHbIX NPenapaTtos ANA MeAMUMHCKOro NpUMeHeHus,
npeabABAsemble K 3KCMepTaM COBeTa Mo 3TWKe, NMOPALOK OpraHu3auuu M NpoBeLeHUA 3TUYECKOM
3KCMNepTM3bl, OPMa 3aKN0UYEHNA COBETA MO 3TUKE YCTaHABAMBAIOTCA YNOJAHOMOYEHHbIM deaepanbHbIm
OpraHoOM WCMOSIHUTENbHOW BAacTU. YMcao npeactaButenet MeAMUMHCKMX OpPraHM3auuin He MOXKeT
npeBbiWaTb NOJIOBMHY OT O6LLErO YMCNA IKCNEPTOB COBETA MO ITHKE.

6. UHdopmaumsa o cocTaBe COBeTa MO 3TMKe, MJIaHax ero paboTbl U TeKyliel AeATenbHOCTU
pasmewaetcd Ha odUUMANBHOM caliTe YNOJHOMOYEHHOro ¢enepasbHOro opraHa WCMONAHUTENbHOWM
B/1AcTU B ceTh "MIHTepHeT" B yCTaHOB/IEHHOM MM MOpPAAKe.

KoHcynbTaHTlAOC: NpuMeyaHme.
MonoxkeHua ct. 40 (B pea. ®3 ot 30.01.2024 N 1-$3), Kacatowmecs npenocTaBAeHUA TFOC. yCayr
nocpeacTBOM e4uMHOM cUcTeMbl, npumeHstoTcs ¢ 01.01.2026.

Cratba 40. lposeaeHWe KAMHUYECKOro WCCNEAOBAHUA JIEKAPCTBEHHOro npenapata AnA
MeZAULMHCKOro NpMMmeHeHus

1. PYKOBOAMTEHb Me,ﬂ,VILI,VIHCKOﬁ OpraHusauunun, KoTopaa nposoguUT KAMHUYECKOE uccnegoBaHue
1eKapCTBEHHOIO npenapata AnAa MmeanunHCKOro npumeHeHwuAa, Ha3Ha4aeT WwnccneagosaTenA,
OTBETCTBEHHOIo 3a nposegeHMe TaKoro wuccneaosaHmMAa U Mmerowlero neqe6Hy|o cneunanbHOCTD,
COOTBETCTBYHOLWYHO NpoBOAMMOMY KAUHUNYECKOMY WUCCNeNO0BAHUIO J1IeKapCTBEHHOrNo npenaparta, Co
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cTaxkem paboTbl MO NPOrpamMmmam KAMHUYECKUX UCCNeA0BaHUIM IeKapcTBEHHbIX MPEnapaToB He MeHee
yeM TpU Toda M NO €ro NPeANONKEeHWI0 HasHayaeT coucciefoBaTeneil M3 uYucna Bpadven 3Toi
MeAMLMHCKOW OpraHu3aLmu.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. WccneposaTtenib OCyLLECTBAAET BbIGOP MaLMEHTOB, KOTOPbIE N0 MEAULMHCKUM MOKa3aHUAM
MOTYT 6bITb NPUBAEYEHbI K YY4acTUIO B KAMHUYECKOM MCCNeA0BaHMM fIeKapCTBEHHOro npenaparta A
MEANLIMHCKOrO NPUMEHeHUA.

3. MWccneposatenb M couccnenoBaTtenu  A0/BKHbl  6blTb  O3HAKOMAEHbI C  pe3y/ibTaTamm
OOKNMHUYECKOTO  UCCNedoBaHWA  IeKapCTBEHHOro  CpeacTBa, coAepskalMmuca B bpoutope
nccnenoBartena, NPOEKTOM MPOTOKONa KAMHUYECKOro MccnedoBaHWA NleKapCcTBEHHOro npenapaTta Ana
MeANLUMNHCKOTO NPUMeHeHns, pa3paboTaHHbIM Pa3paboTYMKOM NeKapCTBEHHOro npenapaTta WA UHbIM
IOPUAMYECKMM NULOM, MPUBAEKAaEeMbIM K OpraHuM3auuu npoBefeHUs KANHUYECKOro uccnegoBaHus
NIeKapCTBEHHOro npenaparta An8 MeAMLUMHCKOro MNpUMEHEHMs, WU APYyrMMUM maTtepuanamm TaKoro
nccnenoBaHus.

3.1. PykoBoauTENb MEAMLIMHCKOM OpraHnsaLmmn B CPOK, He NpeBbilatowmii Tpex paboumx aHeln co
[OHS Havyana npoBeAeHUs KNMHMYECKOTO UCCNea0BaHNA IeKapCTBEHHOro npenapaTa gas MeanunMHCKOro
npMMeHeHus, cooblaet 06 3ToM B YNOJIHOMOYEHHbIW deaepasbHbli OpraH UCMOJIHUTENIbHOM BNACTK,
BblAAaBLUNI pa3pelleHne Ha NPoBeaeHNE TaKoro UCC/Ie4,0BaHUA, MO YCTaHOBIEHHOMN UM popme.
(yacTb 3.1 BBeaeHa desepanbHbiM 3akoHOM 0T 29.11.2010 N 313-d3)

4. OpraHusauuu, OCyLLecTB/AIOWME OpraHW3aumio MPOBEeAEHUA KAMHUYECKOrO UCCNefoBaHuA
NleKapcTBEHHOrO npenapata Aada MeAMUMHCKOro MNPUMEHEHMA M YyKasaHHble B 4yacTu 3 cTaTbu 38
HacToawero dPeaepanbHOro 3aKoHAa, B CAy4ae HEOBXOAMMOCTM BHECEHMSA WM3MEHEHMI B MPOTOKOA
KAMHMYECKOro UCCea0BaHUA IeKapcTBEHHOMO Npenaparta 418 MeAMLMHCKOro NpUMeHeHUs coobuatot
06 3TOM B YNOJHOMOYEHHbI desepanbHblii OpraH UCNOSHUTENbHOM BNACTU, BblAABLUMIA pa3pelueHue
Ha NpoBeAeHMe TaKoro UCCNea0BaHusA, No YCTAaHOBAEHHOM UM dopme.

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dopma coobLeHNA O BHECEHUW W3MEHEHWN B MPOTOKO/ KAMHMYECKOro MCCAeaoBaHus
NIleKapCTBEHHOrO npenapata A48 MEeAMLMHCKOTO MPUMEHEHWA [O0/KHA CcoAepaTb cieaylowme
cBeaeHus:

1) HaMmeHoBaHMe, NAEHTUOMKALMOHHbBIA HOMEP 1 AaTa NPOTOKO/a KANMHUYECKOro UCCeA0BaHus;
2) AaTa BHECEHUA U3MEHEHWI B MPOTOKO/ KNMHNYECKOro UCCAeA0BaHNA;
3) HaMMEeHOBaHME N MECTO HaXOXKAEHWNA 3aABUTENS;

4) HaumeHOBaHMWe opraHM3auMu, NpPUBJAEYEHHOW pPa3spaboTUMKOM NEeKapCTBEHHOrO npenapaTta K
OpraHun3aLMm NPoBeAeHUA KIMHUYECKOTO UCCAeA0BaHMA (MPY Hanuumm);

5) HanmMmeHOBaHNA N MeCTa HaXoXAeHUA MegULLMHCKUX Opl'aHI/I3aLI,I/Il‘/JI, B KOTOpPbIX NMpOoBOAUTCA
KIMHN4YEeCKOoe nccnenoBsaHume;

6) pata BblAAYM paspelleHMs Ha MPOoBeAEHWE KAMHUYECKOTO WCCef0BaHMSA M HOMep 3TOro
paspelleHms;

7) U3MeHeHMA, BHOCMMbIE B MPOTOKO KAMHUYECKOTO UCCAeA0BaHuA.
(yacTb 4.1 BBeaeHa desepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B CpOK, He npesblluaiowmnii ABaALATN BOCbMM paboumx AHEN CO AHA NOJYyYeHUA YKa3aHHOTO B
yacTm 4 HacToAweMn cTaTbM COOOLLEHMA, YNONHOMOYEHHbIM deaepanbHblii OpraH WCNOJHUTENbHOM
BNACTU paccmaTpuBaeT 3TO COObLieHMe B YCTaHOBNEHHOM MM MOpAAKe U NPUHUMaET pelleHue o
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BHECEHMM WU3MEHEHWUN B MPOTOKOA KAMHUYECKOro WCCNAeAOBaHWA NEeKapCTBEHHOro npenapata Aaaa
MeAULMHCKOro NpMMeHeHns unm ob oTkase BO BHECEHUM TaKMX U3MEHEHUI, NOANMCAHHOE YCUNEHHOM
KBanMOUUMPOBAHHOW 3NEKTPOHHON MoANMCbio, MOCPEeACTBOM HanpaB/ieHUA COOTBETCTBYHOLWEro
pelweHns B JINYHbIA KabuHeT 3asBuTensa B eAMHOM cucteme. [pu paccMoTpeHun cooblieHua o
HEOOXOAMMOCTU BHECEHUA W3MEHEHWI B MPOTOKOA KAMHWYECKOro WCCAeLOBAHWA JIeKapCTBEHHOMO
npenapata Ana MeAMUMHCKOTO MNPUMEHEHMA B LENAX OUEHKM ODOOCHOBAHHOCTM npepnaraembix
U3MEHEHUI U onpefeneHna CTeNeHN pUCKa NS NaLMEHTOB, NMPUHUMAIOLWMX yYacTUe B KAMHUYECKUX
NUCcCNefoBaHUAX, YMNOJHOMOYEHHbIM denepasbHbiM OPraHOM  WCMOJHWUTENbHOM BAACTU  MOFYT
NPUBAEKATbCA SKCNEPTbl COBETA MO 3TUKE U (M/IN) SKCNEPTbl SKCMEPTHOIO yYperKAEHMA.

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 30.01.2024 N 1-93)

6. KnnHuyeckoe wuccnegoBaHMe NEKapCTBEHHOro npenapaTta Aaa MeguuMHCKOro NpUMEHeHuA
MOeT b6bITb MPUOCTAHOB/MEHO WAM MNPeKpalleHo, eciiM B npouecce ero nposedeHUs Ob6HapyeHa
ONacHOCTb ANA XMU3HW, 3[40POBbA NaUMEHTOB. B cnyyae BO3HMKHOBEHMA OMACHOCTU ANA KU3HM,
340pOBbA MaLMeHTa, YYacTBYIOWEro B KAMHUYECKOM UCCAeA0BaHMM NeKapcTBEHHOro npenapaTta Ans
MeANLUMNHCKOTO NpUMEHeHMA, nccnegosatenn obasaHbl NpoMHbopMUpoBaTb 06 3TOM pyKosBoauTens
MeAMUMHCKON OpraHMsauuuM U opraHM3auMio, MNOAYYMBLUYIO paspelieHre  YnoJIHOMOYEHHOro
denepanbHOro opraHa WCMNOAHUTENbHOW BAAacTM Ha OpPraHM3aumio MPOBeAEeHUs  KAUHUYECKOro
uccnenoBaHWA  NIeKapCcTBEHHOro  npenapata.  PeweHWe O  MPUOCTaHOBAEHUU  KAMHUYECKOTO
nccnenoBaHWA  NIeKapCTBEHHOro  npenapaTta A48  MeAMUMHCKOro  NPUMEHEHUA  MPUHUMAIoT
pyKoBOAUTENb MeAMUMHCKOW opraHmsauuMmM U (Mnu) opraHusauusa, MoAyyMBLIAA paspelleHue
YNOJIHOMOYEHHOTO ¢eaepanbHOro opraHa WMCMOJHUTENbHOM BNACTM Ha OpraHusauuio NpoBeaeHus
KAMHUYECKOTO NCCNe0BaHMA IeKapCTBEHHOMO NpenapaTa ANs MeAULUHCKOTo NPUMEHEHUA, PeLleHne 0
NPeKpaweHnn TaKoro  WUCCAeLOBAaHWA  MPUHUMAET  YNOJIHOMOYEHHbIM  dedepanbHbl  OpraH
WCMOJIHUTE/IbBHOM B/IaCTM HA OCHOBaHMWM coobuweHns B NUCbMeHHOW ¢dopme pyKoBoAMTENS
MEAMUMHCKON OpraHuMsauuu WM OpraHu3aums, MoJyymBlUas paspeleHue  YynoJIHOMOYEHHOro
depepanbHOro opraHa WCMONHUTENbHOM BAAacTM Ha OPraHM3aumio MPOBEAEHMA  KIMHUYECKOTO
nccnenoBaHNA IeKapCcTBEHHOIO Npenapara 418 MeguLMHCKOTo NpUMEHEHUS.

7. B cpoOK, He npeBbllaloWnii NATM paboumnx AHen co AHA 3aBepLUEeHMA, NPUOCTAHOBAEHMA UM
NPeKpPaWeHNa KAMHUYECKOTO UCCNeA0BaHUS  NIEKApCTBEHHOINO nNpenapata  gas  MeavuMHCKOro
npumeHeHun, coobleHne 06 3TOM HaNpPaBAsSeTCs OPraHM3aUMAMM, YKA3aHHbIMKU B YacTM 3 cTaTbn 38
HacTosAwero PeaepanbHOro 3aKoHa, B YNOJHOMOYEHHbIM denepasnbHbli OpraH UCNOHUTENBHOW BAACTU
Nno yCTaHOB/IEHHON UM popme.

8. CDopN\a COO6LU,€HVIF| O 3aBepuweHunn, NpnocTtaHoBNEHUN WKW NpeKpaweHUnn KANHUYeCKoro
ncecnenoBaHMA 1EKApPCTBEHHOTO NpenapaTta AN1Aa MeguunHCKOro npumeHeHnA 0o1XKHa coaepiKaTb:

1) nudopmaLmio 0 MeAULMHCKOW OpraHM3aumMm AN MeaULUMHCKUX OpraHu3aLmsax, NpoBoANBLINX
AaHHOe uccnesoBaHue;

2) onucaHue gaHHOro nccneaoBaHus;

3) paHHble uccneposaTena (bamuama, MMA, OTYECTBO, MeCTo pPaboTbl, 3aHMMaeMan AO0/KHOCTb,
cneumanbHOCTb, CTaXk paboTbl MO  MporpaMmamM  KAMHUYECKUX WCCNeAO0BaHUIM  NEeKapCTBEHHbIX
npenapaTtos, MNepeyeHb KAMHUYECKMX WCCAeAOBaHWIA NeKapCTBEHHbIX MpenapaToB, B KOTOPbLIX OH
NpMHMMan ydactve (nepuoabl y4acTmaA) B KaUecTBe MCCNeao0BaTeNa UK coucciegosaTens);

(8 pea. PenepanbHoro 3akoHa o1 11.10.2010 N 271-93)

4) pesynbTaT AaHHOrO MUCCAeAoBaHUA (3aBeplueHMe, MPUOCTaHOBAEHWE WAM MNpeKpalleHue
AAHHOTo MccneaoBaHUA € yKasaHMeM UX NPUYMH U BAUAHUA HA OLEHKY ero pesynbTatos, 06LLyH0 OLEHKY
pUCKa U OXMOAeMOoW MNOJb3bl OT NPUMEHEHMA UCCeQyeMOro /IeKapCTBEHHOro npenapaTa, a TaKxKe
npegnonaraemble ganbHelwne aencTems).

8.1. an BblABNIEHUNN d)e,u,epaanblm opraHom NCNONHUTENBHOM BN1acCTu, oOcCywecTtBaarowmnm
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OYHKLMM MO KOHTPO/IIO M Hagsopy B chepe 34paBOOXPaHEHMA, HapyLWeHWM MpaBua Haanexalen
KAMHUYECKON NPAKTUKU NPU NPOBEAEHUN KAMHUYECKOTO UCCNEeAOBaHWUA /IeKAapPCTBEHHOrO npenapara,
B/IMAIOLMX Ha MOAHOTY U (MNM) AOCTOBEPHOCTb AAHHOINO KAMHMYECKOTO MUCCNefOoBaHWS, YKasaHHbIN
desepanbHbIi OpraH UCMONHUTENbHOM BAACTU NPUOCTAaHABAMBAET NPOBeAeHME A4AaHHOMO KANHMYECKOTO
nccneaoBaHMA U BbIHOCUT MeAMLMHCKOM OpraHusauum, B KOTOPOM NPOBOAUTCA AaHHOE KAMHUYEecKoe
nccnegoBaHue, npeanucaHMe 06  yCTPaHEHWM BbIABAEHHbIX HapyweHuin. [lpu  HeycTpaHeHuu
MeAULMHCKOM OpraHu3aumeint BbIIBEHHbIX HapyleHU B YCTAHOBJIEHHbIM B MpeAnuMcaHUM CPOK
YKa3aHHbI denepasnbHblii OpraH WCNONHUTENbHOM BAAcTM MPUHMMAET pPeLleHMe O MpeKpaLLeHnn
NnpoBeLeHMA KIMHMUYECKOFO MCCNeA0BaHMA IEKAPCTBEHHOMO NpenapaTta M HanpasaseT B ¢peaepanoHbIi
OpraH WCMONHUTENbHON BAacTW, OCyWecTBAAWMA GyHKUMKM No  BbipaboTke W peanunsauum
rocyfapcTBEHHOM MOAUTUKM U HOPMATUBHO-MPABOBOMY PEryiMpoBaHunio B chepe 34paBOOXPAHEHMS,
3aK/Il04eHMe O BbIABAEHUM NPU NPOBEAEHUM AAHHOTO K/IMHWUYECKOrO UCC/1Ie10BaHMA HAapyLEHWA NpaBun
HagneXallel KAMHUYECKOM MPaKTUKM Ans MNPUHATUS  pelleHnMa o6 oTmeHe paspelleHuss Ha
OpraHM3auulo NPoBeAEHUA AAHHOIO0 KAMHMYECKOro WUCCAefoBaHMA C AaTbl MNPUHATUA pelleHma o
NPMOCTAHOBAEHUM NPOBEAEHUSA KIMHMYECKOTO UCCNeA0BaHMA NIEKAPCTBEHHOIO Npenapara.

(yacTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

8.2. Mpun npoBeaeHUN KANHUYECKOTO UCCAeA0BaHUA JIEKAPCTBEHHOrO npenapata Aand
MeANUNHCKOTO NPUMEHEHUSA B C/lyYae YTOYHEHUA (M3MEHEHMA) AAHHbIX, COAEPMKALLMXCA B paspeLleHmm
Ha npoBeAeHWe AAHHOIMO KAMHWMYECKOrO WUCCNeAO0BaHWMA, HA OCHOBAHWWM HAMPABAEHHOIO B JIMYHbIN
KabWHET ynoNHOMOYEHHOro ¢enepanbHOrO0 oOpraHa WCMNOIHUTENbHOM BNAaCTM B eAMHOW CcUcTeme
obpalleHuna 3aaBuTeNs, NOAMUCAHHOIO YCUJIEHHOM KBa/IMPULMPOBAHHOM 31EKTPOHHOW MOAMNMUCbIO, C
NPUIOXKEHNEM MOTUBMPOBAHHOIO OOOCHOBaHMSA UM AOKYMEHTOB, MOATBEPKAAOWMX HEeobXoauMOoCTb
YTOYHEHUS OaHHbIX, YNOJHOMOYEHHbIV ¢eaepanbHbili OpraH WCMOJHUTENbHOW B/IAaCTU B CPOK, He
NPeBbIWAOWMA ABaALATM BOCbMM paboumx AHEN co AHA MOCTYN/JeHUAa Takoro obpalleHusa, BHOCUT
M3MEHEeHMA B paspelleHne Ha NpoBeAeHMEe KAUHUYECKOro MCCNeaoBaHnA JIeKapCTBEHHOro npenapara
AN MeAULMHCKOrO NMPUMEHEHUA M PeecTp BblAaHHbIX Pa3peweHuid Ha MNPoBeAEeHME KANMHUYECKUX
nccnenoBaHWn NEeKapPCTBEHHbLIX NPEenapaToB, a TaKXkKe HanpasaseT B JIMYHbIA KabuHeT 3asBuTens B
eOUHON cuUCTeMe BbLIMUCKY W3 peecTpa BblAAHHbLIX paspelweHuid Ha NpoBeAeHME  KIMHUYECKMX
nccnenoBaHU  IEKAPCTBEHHbLIX  MPEenapaTtoB, NOAMUCAHHYK  YCUIEHHOW  KBaMOUULMPOBAHHOM
3NEKTPOHHON noAnucbto, AMBO NPUHMMAET peleHMe o6 OTKase BO BHECEHWMUM W3MEHEHWA B
paspelleHMe Ha npoBefeHWe K/AMHUYECKOrO WCCNef0BaHUA JIEKAPCTBEHHOrO npenapata g/
MEANUMHCKOTO NPUMEHEHUA W HanpaBAfeT B JIMYHbIN KabWHET 3asBUTeNa B eAWHOW CUCTEMe 3TO
pelweHne, NOAMUCAHHOE YCUAEHHOM KBAanUOULMPOBAHHOW 3/MEKTPOHHOW MOAMUCHIO, C YKasaHUem
NPWYUH OTKa3a.

(yacTb 8.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

9. YnonHomoueHHblh deaepanbHblii OopraH WMCNOAHUTENbHOW BAacTM onybAMKOBbIBAET U
pasmellaeT Ha cBoem oduuManbHom calTe B ceTu "MHTepHeT" coobleHrne O 3aBeplueHuM,
NPUOCTAHOBNEHUMU WU MPEKpPaLLEHUN KAMHUYECKOTO UCCNeL0BaHWUA NEKAapPCTBEHHOMO npenapaTa Ans
MeAMLMHCKOrO MPUMEHEHUS B CPOK, HE MPEBbIWAWMNI NATU Pabounx AHEeW Co AHSA ero nosyyeHus, B
YCTaHOB/IEHHOM MM NOpAAKe.

10. YnonHOMOUeHHbIN deaepanbHbii OpraH UCNONHUTENbHOM BAACTWU OCYLLECTBASET BeLeHue
peecTpa wuccnefoBatenel, MNPOBOAALLMX WAM  MPOBOAMBLUMX  KAMHWYECKME  WUCCNef0BaHUA
NeKapCTBEHHbIX NpenapaToB AN MeSUUUHCKOTO NMPUMEHEHUS, B COOTBETCTBUM C YTBEPKAEHHBIMU UM
npaBuaammn 1M pasmelLaeT ero Ha cBoem opuuManbHOM caiTe B ceTh "MHTepHeT" B yCTaHOBAIEHHOM UM
nopsfake. YKasaHHbI peecTp COAep*KMT MHOOPMaLMIo, MPeayCMOTPEHHYI0 MyHKTOM 3 4actn 8
HacToALLEen cTaTbM.

11. OtyeT 0 pesynbTaTax K/AMHUYECKOTO WCCAeA0BaHWA NeKapCTBEHHOro npenapaTta Ans
MeAMLMHCKOro NPUMEHEHNA COCTaBAAETCA OpraHM3almeit, YKasaHHoM B YacTu 3 cTaTbi 38 HacToAWero
denepanbHOro 3akoHa, U NPeACTaBAAETCA B YNOAHOMOYEHHbIN deaepanbHblii opraH UCMOAHUTENbHOMN
B/1AaCTW, BblAABLIMI paspelleHne Ha MpoBeAeHWe 3TOro WUCCNef0BaHMA, B CPOK, He MpeBbllUatoLmii
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ABeHaZuaTM MecAleB CO AHA ero 3aBeplueHus, MPUOCTaHOBAEHUA WM NpPeKpalleHus, B MNopaake,
YCTaHOB/IEHHOM YNOJ/IHOMOYEHHbIM dhegepanbHbiM OpraHOM UCMONHUTENbHOM BNACTU.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

12. HapyuweHue npaBun HagnexKalweh KAMHUYECKOM NPaKkTUKK, danbcuduKaums pesynbTaTos
KNAMHUYECKOTO UCCNef0BAaHUA NEKAPCTBEHHOMO Npenapata Ana MeAMUMHCKOrO NPUMEHEHUA BAEKYT 3a
cob6011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon deaepaumm.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

13. Mpu npoBedeHMU KAMHUYECKOTO WUCCAeAOBaHMA JIeKApPCTBEHHOro npenapata A4nAa
MeANUNHCKOTO MPUMEHEHUA AONYCKaeTca 3abop y nauMeHToB Buosnormyeckmx matepuanos (o6pasupbl
OMONOTNYECKUX  HKUAKOCTEN, TKAHEMN, CEKPETOB W MNPOAYKTOB KM3HEAEeATENbHOCTU 4YesloBeKa,
$OU3MONOTNYECKUX U NATONOTMYECKUX BbIAENEHUIN, Ma3KoB, COCKOOOB, CMbIBOB, MMKPOOPraHW3MOB,
6MONCUHBIA MaTepuan) ana Ux usydeHus B Poccuitckoit Pepepaumm n (Mnm) 3a npegenamu
Poccuiickoin Peagepaunn.

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Nopagok BBo3a B Poccuiickyto Pepepaumio n BbiBo3a 3a npeaenbl Poccuiickon degepaumnm
6MONIOrMYECKMX  MATEPUanNoB, MNOJIYYEHHbIX MPU  MNPOBEAEHUN  KAMHWYECKOro  WUCCAefOoBaHUA
JNIeKapCTBEHHOrO npenapaTta g8 MeLULMHCKOrO MNPUMEHEHMUA, ycTaHaBauBaeTcAa [paBUTeNbCTBOM
Poccuitckoin Pepepaumn.

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 41. [lorosop 0 NPOBeAEeHUN KAMHUUYECKOro UCC/ef0BaHUA IeKapCTBEHHOro npenapara
BNA MeAULMHCKOro NpUMeHeHuA

1. KnnHnyeckoe wmccnegosaHue NEeKapCTBeHHOro npenaparta Ana mMmegunumHCKoro npummeHeHuAa
nposoauUTCA B COOTBETCTBUK C A0rOBOPOM O nposBeaeHUN KIMHNYECKOro nccnegoBaHmMAa NeKapCcTtBeHHOro
npenapata Ana MegunumHCKOro npuMeHeHuA, 3aK/lo4aeMbiM mexay opraHmsaumeﬁ, I'IOJ'IY‘-IVIBLUGVI
pa3pewieHne ynosHOMOYEHHOTO cbep,epaanoro OopraHa WCNONIHUTENIbHOM BANAcTU Ha opraHunsauuto
nposeaeHNA Takoro mccnenoBaHuAa, m MeAMLI,MHCKOﬁ OpFaHM3aLI,MEVI, OCVLLI,GCTBJ'IFHOUJ,EVI nposegeHne
TAaKOro nccnegoBaHuA.

2. [loroBop O NpOBEeAEHUM KJAMHUYECKOrO MCCAef0BaHUS JIEKAapPCTBEHHOrO npenapata Ans
MeANLMHCKOIo NPUMEHEHUA AO0KEH COAepKaTb:

1) ycnoBuMA 1M CPOKM NPOBEAEHNA AaHHOIO UCC/Ie0BaHUS;

2) onpegeneHue 06Ll.l,6ﬁ CTOMMOCTHU NporpamMmmbl OaHHOIo nccnenoBaHMA C yKasaHMEM CyMMbl,
npe,u,Ha3Haqa+0u1,ei/'1cn ANnA BbiNAaT UCCNenoBaTeNAM, CONCCeaoBaTeNIAMm,

3) onpepeneHve ¢Gopmbl  NpeacTaBlAeHMA  pe3yibTaToB  AaHHOIO  UCCef0BaHUA B
YNONHOMOYEHHbIN deaepanbHbliA OpraH UCMOIHUTEIbHOM BAACTM.

Ctratba 42. ®duHaHcoBoe obecneyeHue KAMHUYECKOro unccnepoBsaHnA  1eKapCcTtBeHHOro
npenaparta agna megnuymnHCKoro npymeHeHuma

®duHaHcoBoe obecneyeHne KAMHUYECKOTO nccnenoBaHMA NEKApCTBEHHOrNO npenaparta  A4anAa
MeONLIMHCKOTO NpuMeHeHNA OCYLLLEeCTBNIAETCA 3a CHET:

1) cpeacts depepanbHoro brogKeTa;

2) cpeacrte OpI'aHVI3aLI,VII7I, NOoNy4YnBLWUX paspelleHne Ha OopraHuMs3auuko nposeneHuA AOaHHOTo
nccnenosaHuA, B COOTBETCTBMU C YCNOBUAMUM O0INOBOpPa O ero nposeaeHuu,
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3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbCTBOM Poccuitickon Peaepaunm CTOUHUKOB.

Cratba 43. MNpaBa NauMeHTOB, YYaCTBYIOLWMUX B KJAMHUYECKOM UCCAEeA0BaHUUN NEKAPCTBEHHOrO
npenapara gaa meauLMHCKOro npuMmeHeHusa

1. YyacTMe nauWeHTOB B KAMHMYECKOM MUCCAEe[0BaHUMU NeKapCTBEHHOro npenapata AnaAa
MeaNLMHCKOIro npumeHeHna asaaeTca LI,O6pOBOI1beIM.

KoHcynbTaHTIAOC: NpUmedaHme.
C01.01.2026 B a63. 1 u. 2 cT. 43 BHOCATCA M3meHeHua (P3 ot 30.01.2024 N 1-d3).

2. MauMeHT MAM ero 3aKOHHbIN NpeacTaBUTENb [O/KEH 6biTb MHPOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapaTe A/1A MEAULUMHCKOTO MPUMEHEHMA U CYLWHOCTU KAMHWYECKOro
nccief0BaHMA 3TOro IEKaPCTBEHHOIO Npenapara;

2) o0 6e30MacHOCTM IEKAPCTBEHHOTO NpenapaTta 418 MeAULMHCKOTO MPUMEHEHUSA, Er0 0XNAAEMOW
3G PEKTUBHOCTM M CTENEHWN PUCKA 4S1A NALUNEHTa;

3) 06 ycnoBuAX ydacTus naumMeHTa B KAMHUYECKOM MCCNeA0BaHNN IeKapCTBEHHOro npenapara 414
MeANLMNHCKOro NPUMEHEHUSA;

4) O uUennm unan uenax un npoaoiXUTeNbHOCTU KANMHUYECKOro uUccneagoBaHMA 1€KapCTBEHHOIO
npenaparta ana meaguumnHCKoro npumeHeHua,

5) o peicTBMAX nauMeHTa B Cayd4ae HenpeaBUAEHHbIX 3PPEKTOB BAUAHMA JIEKAPCTBEHHOIO
npenapara 418 MeAULMHCKOrO MPMMEHEHMWS Ha COCTOAHWNE ero 340P0BbS;

6) 06 ycnoBuax 0643aTeIbHOr0 CTPAXOBaHWA ¥KMU3HW, 340P0BbA NALUEHT];

7) o rapaHTUAX KOHOMAEHUMANbHOCTU Yy4yacTUsA MauMeHTa B K/AMHMYECKOM WCCNenoBaHUn
JIeKapCTBEHHOIO Npenapara 418 MeguULMHCKOTro NPUMEHEHUS.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 u. 3 cT. 43 n3naraetca B HoBoM pefakumm (P3 o1 30.01.2024 N 1-d3).

3. ,ﬂ,OGpOBOﬂbHOE cornacume naumeHTa Ha yd4actme B KIMHN4YeCKOM nccnegoBaHMn N€eKapCrBeHHOro
npenapata gna MeguumnHCKoOro npumeHeHuAa noAaTBepXKaaetca ero noanmcbro nam noanncbko ero
3aKOHHOTO NpeacrtaBUTENA Ha MHd)OpMaLI,MOHHOM NNCTKE NaymneHTa.

4. TlauueHT uan ero 3aKOHHbIN npeacraBuTe/lib UMEET NpaBO OTKa3aTbCA OT Yy4acCctmAa B
KIMHNYECKOM UccnegoBaHMN NeKapCTBeHHOIo npenaparta Ana MmeanumnHCKOro npmmeHeHunAa Ha noboit
CTaaunun nposeaeHnAa Takoro nccaenoBsaHuA.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 B u. 5 cT. 43 BHOCATCA n3meHeHua (P3 ot 30.01.2024 N 1-$3).

5. I'IpOBe,qume KIMHNYECKOTIo mnccneanoBaHmA NEeKapCTBEHHOro npenapata ana mMmeauumnHCKoro
npuMeHeHnA C y4actmem B Ka4ecTtBe nauneHToB AETGVI A0NyCKaeTcA TONIbKO C cornacuAa B NUCbMEHHOM
¢opN\e nx pOAMTEﬂEP’I, YCbIHOBMTeﬂeﬁ. Jetn MOTYT pacCmaTpunBaTbCA B KadeCTBe MNOTEHLMa/IbHbIX
nauneHToB TaKOro wuccnengoBaHwmA, TOJIBKO e€Cnn ero nposeaeHume HeO6XO,£I,MMO Aana yKpenneHuA
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30p0oBbA AeTel Uan npodUNakTUKM UHPEKLMOHHbLIX 3aboseBaHNt B AeTCKOM Bo3pacTe anbo ecau
LeNbio TaKoro uUccnegoBaHuUA ABAAETCA NoJyYeHWe AaHHbIX O Hauaydllen A03UPOBKe NeKapCTBEHHOro
npenapata AnA nedeHuna geteid. B 3TUX caydaax TaKOMy WMCCNeAoBaHUIO AOKHO MNpealecTBoBaTh
KAMHMYECKOE UCCNeAoBaHUE J1IeKapCTBEHHOro npenapata Ana MeAMUMHCKOrO MNPUMEHEHMA Ha
COBEpPLUEHHOJIETHUX TParkAaHax, 3a MWCKAIOYEHMEM C/yYaeB, eCcIn UCCaeayemblii IeKapCTBEHHbIM
npenapat Ana MeAMLMHCKOrO MPUMEHEHUA npeaHasHavyeH MUCKAUYUTENbHO AN MCMNO/1b30BaHUA
HeCcoBepLUEHHONETHUMM FparkaaHaMu.

(B pea. PepepanbHoOro 3akoHa or 22.10.2014 N 313-93)

6. 3anpeuiaetca NpoBeAeHME KAMHMYECKOTO WCC/ef0BaHMA JIeKapCTBEHHOro npenapata Aans
MEANLIMHCKOTO NPUMEHEHUA C y4acTUEM B KayecTse NnaLuneHTos:

1) peTen-cnpoT 1 AeTen, ocTaBLIMXCA 6e3 noneyeHnsa poauTenen;

2) eHWMH B nepuos 6epemMeHHOCTM, KEeHLWWH B Mepuos TrpyaHOro BCKapMAMBAHMA, 3a
WCK/IIOYEHNEM CNy4YaeB, eCcM MPOBOAMTCA KNMHUYECKOe WMCCNefoBaHME IeKapCTBEHHOro npenapara,
npeAHa3sHauYeHHOro A/1A YKa3aHHbIX KEeHLWH, MNPU YCA0BMM HEOBXOAMMOCTM noaydeHna nHdopmaumnm
TO/IbKO BO BpemA MNPOBeAEHUA COOTBETCTBYIOLLMX KAMHUYECKUX WCCNEAO0BaHUM WM MPUHATMA Bcex
HEeobXoAMMbIX Mep MO WCK/OYEHUIO PUCKA HaHECEeHWs Bpeaa *KeHWMHe B nepuon 6epemMeHHOCTH,
eHLMHE B Nepuoa, rpyAHOro BCKapMANBaHWA, Naoay Unmn pebeHky;

3) BOEHHOCAYXKALLMX, 33 WCK/IIOYEHUEM CAy4aeB NPOBEAEHMA KAMHUYECKOro WcciefoBaHuA
JIeKapCTBEHHOIO npenapaTta, cheumanbHO pPa3paboTaHHOro AAA NPUMEHEHWS B YC/NIOBUAX BOEHHbIX
OeNCTBUIM, 4Ype3BblYaMHbIX CUTyauui, nNpodUNaKTUKM U nedyeHus 3aboseBaHU U MOPaAXKEHUN,
MoJIyYeHHbIX B  pe3ynbTaTe BO3AENCTBMA  HEBNAronpuATHLIX  XMMWYECKMX, BUONOrMYecKux,
paAnaumnoHHbIX ¢GakTopoB. KAMHMYECKOE uccnegoBaHME TaKOro JIeKapCTBEHHOrO npenapaTta MoXKeT
NpPoBOANTBCA C y4acTUEM B KayecTBe MaUMEHTOB BOEHHOC/YMKAWIMX, 33  WUCKAKYEHMEM
BOEHHOCAYKALLMX, NPOXOAALLMX BOEHHYI CAyXOy no npusbiBy, c cobnogeHnem TpeboBaHUM,
YCTaHOB/IEHHbIX HacToAWMM PeaepanbHbIM 3aKOHOM B OTHOLIEHUW FPaKAaHCKUX Nl

4) cOTpyAHMKOB NPaBOOXPaHUTE/bHbIX OPraHoB;

5) nuu, oTbbIBalOWMX HaKa3zaHMe B MecTax AnWeHna cBo6oabl, a TaKXKe /ML, HAXOAAWMXCA NoA,
CTparkei B C1IeACTBEHHbIX N301ATOPAX.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 B u. 7 cT. 43 BHOcATCA nameHeHua (P3 ot 30.01.2024 N 1-d3).

7. [onyckaeTcAa npoBegeHUe KAMHMYECKOro MuccnefoBaHWA JIeKapCTBEHHOro npenaparta 4na
MeanUMHCKOIro npumeHeHuna, npeaHasHa4eHHOro Ana ne4eHna NCUXnYeCcKnx 3a6OHEBaHMVI, C y4aCctnem
B KayectBe naumneHTtoB auL C NCUXUYECKMMU 3a6OJ'IEBaHMF|MVI, NMPU3HAHHbIX He,EI,EECI'IOCO6HbIMVI B
nopAaagKke, yCtraHOBJ1€HHOM 3aKOHO4ATe/IbCTBOM Poccuiickoi dDep,epau,MM. KnnHuyeckoe uccnegosaHue
NNEKAPCTBEHHOIO npenaparta B 3TOM C/siy4ae npoBoauUTCA NpPU HaIMYnNKM cornacuAa B NUCbMeHHOM d)opme
3aKOHHbIX I'Ipep,CTaBI/ITEI'IEI)‘I YKa3aHHbIX 1nL,.

Cratba 44. 0O6s3atenbHoe CTPaxOBaHME KW3HU, 3A0POBbA MNaLUEHTa, YYacTBYHOLLEro B
KJIMHUYECKOM UCCIeA0BaHUM JIEKapCTBEHHOrO nNpenaparta gna meguuMHCKOro NpuMeHeHus

(8 peq. PepgepanbHoOro sakoHa ot 29.11.2010 N 313-d3)

1. OpFaHM3aLI,VIﬂ, nonyymsllaa paspewieHne Ha OopraHumsauuio nposeaeHnA KAUMHUYECKOTo
nccnengoBaHMA NEKAapCTBEHHONO npenapata ana mMmeguuunHCKoro npumeHeHwuAa, obs3aHa B KauecTBe
CTpaxoBaTena CTpaxoBaTb PUCK NPUYNHEHUA Bpeda XU3HWN, 340POBbKO MNaUMEHTA B pe3ynbTaTe
nposeaeHNA  KJAMHUYECKOro wuccneaoBaHmMA  NeKapCTBeHHOro npenapata  A4naa  MeauunHCKoro
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NPpUMeEHEHNA 3a CBOW cyeT nyTem 3aK1H4YeHNA gorosopa obA3aTenbHOro CTpaxoBaHUA.

2. Ob6bekTom 065s3aTenbHOro CTpaxoBaHMA ABNAETCA MMyLLI,ECTBEHHbIﬁ nHTEPEC nNnauuneHTa,
CBA3aHHbIN C npu4YnHeHnem Bpeaa ero XmM3Hn nnum 340poBbIO B pe3ysibTate nposeaeHnAa KAInHM4YeCcKoro
nccnenoBaHMA NeKapCTBEHHONO nNpenapaTta 4nAa meanumMHCKOro npumeHeHusa.

3. CTpaxoBbim C/y4aem Mo A0roBopy 0bs3aTe/IbHOro CTPaxoBaHWA ABAAETCA CMEPTb NauueHTa uan
YXyALeHWe ero 340p0BbA, B TOM YMC/ie BAeKyllee 3a cob0i yCTaHOBAEHWE UHBANIMAHOCTM, NPU HAUYMK
NPUYNHHO-CNEACTBEHHOW CBA3M MeXAy HacTynieHMem 3Toro cobbiTMA M ydyacTMeM nauueHTa B
KAMHUYECKOM MCCNeaoBaHNN NeKapcTBEHHOro NpenaparTa.

4, TDEGOBaHMH O BO3meweHunn Bpeda, NPUYNHEHHOTo XWU3HKU WA 340POBbHO NaUMeEHTa,
npeabABNAKOTCA B TeyeHwne CpoKkoB NCKOBOM AaBHOCTHU, YCTaHOBNEHHbIX rpaxxgaHCKUm
3aKOHO4ATe/1IbCTBOM.

5. Paamep CTanOBOVI BbIMAaTbl NO A0TOBOPY obAsaTenbHoro CTpaxoBaHMA COCTaBNAET:

1) B ciyyae cmepTy naumeHTa ABa MUIMOHA pybneit Ha Kaxaoro nauveHTa, y4acTBOBaBLIEro B
KJAMHMYECKOM MCCIeA0BaHUMN NEeKapCTBEHHOTO Npenapara;

2) Npy yxyALWeHUM 340P0BbA NaLMeHTa:

a) nosnekwem 3a cobol ycTaHOBAEHME MHBANUAHOCTK | rpynnbl, 0AMH MUAMOH NATLCOT TbICAY
pybneii Ha Kak4oro nauMeHTa, y4acTBOBABLLErO B K/JAMHWYECKOM WCCAeLOBaHWM NEKAPCTBEHHOMO
npenapara;

6) nosneKkwem 3a coboi ycTaHOBAEHWE MHBAaAMAHoOCTK Il rpynnbl, oAMH MUAAMOH pybneli Ha
KayK4Ooro nauueHTa, y4acTBOBaBLLErO B KAMHNUYECKOM UCCAeA0BaHNM IeKapCTBEHHOrO Npenapara;

B) nosiekwem 3a coboi yctaHoBneHMe MHBanugHoctu Il rpynnbl, NATLCOT ThicAY pybneit Ha
KaXa0ro naumneHTa, y4acTBOBaBLUEro B KIMHUYECKOM UCCeA0BaHNN IeKapCTBEHHOrO nNpenapara;

r) He noBneKwem 3a coboli ycTaHOBAEHMA UHBAIMAHOCTH, He Boslee Yem TpUCTa TbicAY pybnieit Ha
KaXkOoro nauMeHTa, y4acTBOBAaBLUEro B K/AMHMYECKOM WCCAeA0BaHWM NEKApCTBEHHOrO nNpenapaTa,
MCXOAA W3 HOPMAaTWMBOB, OTPAKalOLWMX XapaKTep M CTeneHb MOBPEXAEHMA 340POBbA, a TaKkKe
$aKTUYECKM MNOHECEHHbIX NAaLMEHTOM PacXOA4OB, BbI3BaHHbIX MNOBPEXKAEHMEM 340pPOBbA, Ha
MeAMLMHCKYI0 NOMOLLb, NPUobpeTeHMe NeKapCTBEHHbIX NPenapaTos.

(nn. "r" B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatnn cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

7. CpOK A0orosopa obA3aTenbHOro CTPpaxoBaHMA HE MOXKET 6bITb MeHee, 4em CPOK npoBeneHunA
KIMHNYECKOTro nccnenoBaHnAa N1eKapCTtBEHHOIO npenaparta.

8. Ycnosua porosopa 06A3aTeNbHOTO CTPaxoBaHMA, B TOM YMCAE CTpPaxoBble Tapudbl NO
o0b6s3aTeNbHOMY CTPaxoBaHUIO, NepeveHb HeobXoAMMbIX AOKYMEHTOB A/1A OCYLLECTB/IEHNA CTPaxoBOM
BbINaTbl, MOPAAOK YCTaHOBAEHWUA CTpaxosaTenem WHAMBUAYANbHOMO MAEHTUPUKALMOHHOMO Koaa
naumeHTa, NopAaAoK MHPOPMUPOBAHMNA CTPAXOBaTE/IEM CTPaXOBLLMKA O MPUBACUYEHHbIX K KIMHUYECKOMY
NccneaoBaHMIO JIeKapCTBEHHOrO npenapaTta Ana MeAuLMHCKOro NPUMEHEeHWA nauueHTax, nopsaaok
ynAaaTbl CTPaxoBoOM Npemun, NopaaoK peannsauumn onpeaeneHHbix Hactoawmnm PeagepasibHbiM 3aKOHOM
n apyrmmn deaepanbHbIMU 3aKOHaMKM MpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06s3aTenbHOro
CTPaxoBaHMA, a TaKKe HOPMaTUBbI, OTPaaloliMe XapaKkTep W CTeneHb NOBPEeXKAEeHUA 340PO0BbS,
YCTaHaBAMBAOTCA TUMOBbLIMUM NPaBMAammn 064a3aTeNIbHOIO CTPaxoBaHUSA.

(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9.B CQlydae npuynHeHunA spena XM3HU naymeHTa, y4aCctBoBaBLIEro B KIMHN4YECKOM UccnegoBaHnm
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leKapcTBEHHOro npenapaTa, Bbirogonpuobperatenamm Mo A0rosopy 06s3aTeNbHOro CTPaxoBaHMA
ABNAIOTCA rpakgaHe, MMelollMe NpaBo Ha BO3MelleHuMe Bpeda B C/y4ae CMepTM KOpmuabLa B
COOTBETCTBUU C rparkAaHCKMM 3aKOHOA4ATENbCTBOM, NPU OTCYTCTBUU TaKUX rpaxaaH - poauTenu, cynpyr,
OETU yMepllero nauMeHTa, Yy4acTBOBABLUErO B K/AWHUYECKOM MWCCeA0BaHUM  N1€KapCTBEHHOrO
npenapata, B C/ly4ae CMepPTM MauMeHTa, Y4acTBOBAaBLUErO B  KAMHMYECKOM MCC/eA0BaHUK
JIeKapCTBEHHOrO npenapaTta M He MMEBLIEro CaMOCTOATE/IbHOIO A0X04a, - rpaxAaHe, Ha WMKANBEHUU
KOTOPbIX OH HaxoAW/CA, B OTHOLWIEHMM BO3MELLEHMA pPacxodoB Ha norpebeHne naumeHTa,
Y4YaCTBOBABLUErO B KAMHWUYECKOM MCC/Ie0BaHNKN IeKapCTBEHHOrO Npenapara, - NLo, NoHecllee Takme
pacxoabl.

10. CrpaxoBaa BbiNJaTa B CYeT BO3MeWEHMA Bpeda, MNPUYMHEHHOrO KU3HM NaALMUEHTa,
Yy4aCTBOBABLUErO B KJIMHMYECKOM UCCNEeA0BAaHMM NIEKAPCTBEHHOrO npenaparta, pacnpenenaerca mexay
BblrogonpuobpeTaTenaiMm NPONOPLUOHAIbHO NX KOIMYECTBY B PaBHbIX AONSX.

11. TMMpwn HacTynneHUM CTPAxoBOro CAyyas MaUMEHT, Y4yacCTBOBaBWWM B  KJAMHUYECKOM
MUCCNeloBaHUM  JIEKApPCTBEHHOrO  MNpenapaTta,  Bbirogonpuobpetatenb  BrnpaBe  NpeabABUTb
HEenocpeACcTBEHHO CTPaxXoBLUUKY TpeboBaHWE O BO3MELLEHUM NPUUYMHEHHOrO Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTBNAETCA CTPAXOBLIMKOM B TeYEHMe TpMAuaTM AHEeW co AHA NpeacTaBleHus HeobxoAMMbIX
OOKYMeHTOB. MMauMeHT, y4yacTBOBaBLIMIM B KJAMHUYECKOM WCCAEAOBaHMM JIEKAPCTBEHHOrO Mpenapara,
unu Bbirogonpuobpertatesib 0683aH COOOLWUTL CTPAXOBLMKY A5 OCYLLECTB/IEHUS CTPAXOBOW BbIM/iaTbl
WHAMBMAOYANbHBIA  UAEHTUOMKALMOHHBIA  KOA NauMeHTa, YCTAHOBNEHHbIA CTpaxoBaTesem B
COOTBETCTBUUN C TUMOBbLIMU MpPaBU1aMmun obAaszaTenbHoOro CTpaxXoBaHUA.

12. [lo nonHoro onpegeneHna pasmepa NOLJEXALWEro BO3MELEHUIO Bpeda CTPAXOBLMK MO
33AB/IEHMIO MALMEHTA, YY4aCTBOBABLIErO B K/IMHMYECKOM WCCAE[0BaHUM NEKAPCTBEHHOrO npenaparta,
WAW  33ABJIEHMIO  BbirogonpuobpeTaTens BnpaBe OCYLWECTBUTb YacTb CTPAxoOBOW  BbINAAThI,
COOTBETCTBYIOLLYIO GaKTUYECKU onpeaeieHHON YacTh NPUYNHEHHOrO Bpeaa.

13. CTanOBaH BblN/21aTa B COOTBETCTBMM C O0OroBOpom obAsaTenbHOro CTpaxoBaHUA
OCyLWlecTBnAeTCcA HE3ABUCUMMO OT BbINAT, NPUYUTAOLWNXCA NO APYTMM BUOAM CTPaXOBaHUA.

14. He pgonyckaeTca ydyacTMe nauMeHTa B MPOBeAEHMM KAMHMYECKOro WCCaefoBaHuA
NeKapCTBEHHOTO Npenaparta npu oTCyTCTBUM A0roBopa 065A3aTeNbHOro CTPaX0BaHMA.

15. KoHTpo/sb 3a WUCMOAHEHWEM OpraHusauuel, MojyyMBLUEN pa3pelleHMe Ha OpraHusaLmto
npoBefeHMA  KJAMHMYECKOrOo  MCCNefoBaHMA  JIEKAapCTBEHHOro  npenapata  gaa  MegMLUMHCKOro
NPUMEHEHWA, YCTAaHOBAEHHOW HacToAllen cTaTbe 06A3aHHOCTM MO 06MA3aTeNbHOMY CTPaxOBaHWIO
KU3HM, 3[0pOBbA NaLMeHTa, y4acTBylolero (y4yacTBOBaBLUErO) B K/JAMHWYECKOM UCCNEA0BaHUM
NIeKapCTBEHHOrO  NpenapaTa,  OCYLLeCTBAAETCA  YNOJIHOMOYEHHbIM  denepanbHbIM  OpraHom
WCNOJIHUTENbHON BNACTW, BbIAABLUMM pa3pelleHMe Ha NpoBefeHUEe KAMHUYECKUX WCCAefO0BaHWUM
JIeKapCTBEHHbIX NPENapPaToB A4 MeAULMHCKOro NPUMEHEHMA.

Fnasa 8. MPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. MponsBoACTBO IEKAPCTBEHHbIX CpeacTs

1. MNMpoun3BoACTBO /IEKAPCTBEHHbIX CPeACTB [AO/IKHO COOTBETCTBOBATb TpeboBaHWAM npasua
Hag/nexalleln npoM3BOACTBEHHOM NPAKTUKU, YTBEPMKAEHHbLIM YMNONHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMOHUTENbHOM BaacTn. OcobeHHOCTM nepexoaa NPoM3BOACTBA OTAE/bHbIX JIEKAPCTBEHHbIX
CPeACTB K MX NPOM3BOACTBY B COOTBETCTBUM C TpebOBaHMUAMM NPaBUA Haa/exKallel NPoU3BOACTBEHHOM
NPaKTUKK ycTaHaBauBatotcs [MpasButensctBom Poccuiickoli depepaumn. Bblgaua 3aKknwueHuit o
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBMA  Hag/exKaluei
NPOM3BOACTBEHHOM MPAKTUKU OCYLLECTBASETCA MO pe3ynbTaTaM MHCMEKTMPOBaHWA MpousBoauTenei
NeKapCcTBEHHbIX CPeacTB B MOpsAAKe, ycTaHoBneHHoM [lpaBuTenbcTBom Poccuiickoit depepauumm.
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Pasmep nnaTtbl 33 BblAayy 3aK/JOYEHWA O COOTBETCTBMM MPOM3BOSMTENSA JIEKAPCTBEHHbIX CPEeACTB
TpeboBaHMAM MNPaBUA Hag/exKallein Npou3BOACTBEHHOM MPaKTUKKU ycTaHaBAuBaeTca MpaBUTeIbCTBOM
Poccuiickolt depepaunn. MNMopagok opraHMsauuMn U NPOBEAEHUS WMHCMEKTUPOBAHUA NPOM3BOAUTENEN
NeKapCcTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM MNpPaBuA Had/exallei Mnpou3BoACTBEHHOM
NPaKTUKK ycTaHaBaneaeTcAa MNpaBuTtenbctBom Poccuiickoi Peaepaumm.

(8 pea. ®epepanbHbix 3aKoHOB OT 25.06.2012 N 93-d3, ot 22.10.2014 N 313-d3, oT 22.12.2014 N 429-
®3)

2. TMpon3BoACTBO /NEeKapCTBEHHbIX cpeactB B Poccuiickont @epepaumm  ocyllecTBaseTcs
NPOW3BOAUTENAMU NEKAPCTBEHHbIX CPEACTB, UMEIOLWMMMU JINLEH3UIO HA NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacts. MNoAaTBeprKAeHME COOTBETCTBMA JIMLEH3MATa NpaBuMAaM Hagfexkalleld npousBoACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PAMKaX JIMLLEH3MOHHOFO KOHTPOSA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuitckolt Pepepaumm ¢ yueTom 0CO6EHHOCTEM, YKa3aHHbIX B YacTh 1 HAcToALWEN CTaTbM.

(8 pea. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

2.1. na ueneit NMUULEH3NPOBAHUA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB ANA MeANLMHCKOro
NPUMEHEHMNA U MHCNEKTMPOBaHUA Cy6beKTOB obpallleHUs NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME
TpeboBaHMAM  NpaBua  Hagnexkalweih MPOM3BOACTBEHHOW  MPaKTUKM  deaepanbHblii  opraH
WCNOJIHUTENbHOM  BAACTW, OCYLECTBAAIOLWMA  FOCYyAapPCTBEHHYIO  PEerncTpauuio  JIeKapcTBEHHbIX
npenapaToB AN MeAULMHCKOTO NMPpUMEHEHUs, NpeaocTaBaseT peaepasbHOMY OpraHy UCMONHUTEbHOM
B/1AaCTW, ocyllecTBasowemy peaepasnbHbli rocyaapCTBEHHbIN NNLEH3NOHHbIA KOHTPO/Ib AeATENIbHOCTHU
Nno NpPou3BOACTBY /IEKAPCTBEHHbIX CPEACTB AN MEeANLUMHCKOTO NPUMEHEHMA, NO ero 3anpocy B pamKax
MEeKBe0MCTBEHHOIO MHPOPMALMOHHOTO B3aMMOAENCTBUA B NOPAAKE, YCTAHOBEHHOM deaepasibHbiM
OPraHOM UCMOJIHUTENbHOM B/IACTU, OCYLLECTBAAIOLMM IMLLEH3NPOBAHME NPOU3BOACTBA 1EKAPCTBEHHbIX
cpeacTs AN MeAULMHCKOro npumeHeHus, u deaepanbHbIM OPraHOM MCNONHUTENbHOM BAacTy,
OCYLLECTBNAOWUM TOCYAaPCTBEHHYIO PErUCTPaLMI0 NIEKAPCTBEHHBIX NpPenapaTtoB AN MeAMLMHCKOro
NPUMEeHeHUA, cneaylolimMe CBeAeHUA O IEKAPCTBEHHbIX CPeacTBax (B TOM YMc/ie B C/lydae, ec/iv Takue
CBeAEeHMNA COCTaBNAIOT KOMMEPYECKYIO TaliHy):

1) B oTHOLWEHWUM PapMaLLEBTUYECKON CyBCTaHLUMKN AN PpapMaLLeBTUYECKUX CYBCTaHUNIA, BXOAALLMX
B COCTaB /IEKAPCTBEHHOTO Npenapara (3a UckatoueHnem bapmaueBTUYECKMX CybCTaHUMIM, BKIIOYEHHDBIX B
rocyAapCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbeid 34 HacToAuiero
desepanbHOro 3akoHa):

a) HaumeHoBaHWe hapMaLEeBTUYECKOMN CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaMMeHOBaHMe W agpec NPOU3BOAUTENS;

B) TEXHON0IMA Npon3sBoacrtea C onnCaHnem CTBFI,I/II?I npon3soAacTea U MeTo40B KOHTPO/1A Ha BCEX
CTaaAnAX Npon3BoacCTBa;

r) onncaHune paspaboTKM Npouecca NPOU3BOACTBA;

[) onrcaHne KOHTPOAA KPUTUYECKUX CTagmMii NPOU3BOACTBA M NMPOMEKYTOYHOM NPOAYKLUMUY;
€) ALOKYyMeHTa/lbHOe NoATBepKAeHWe (BaMaaLma) NpoLeccoB 1 (Mn) ux oLeHKa;

) CBOWMCTBA U CTPYKTYpPa AEMCTBYIOLWMX BELLECTB;

3) XapaKTepucTMKa npumece;

n) cneuudurkauma Ha bapmaueBTUYECKYIO CybCTaHLMIO U ee 060CHOBaHME;

K) aHanuTUYeckMe MEeTOAMKM, WCMONb3yemMble MpU  OCYLECTBNEHUM KOHTPOAA KayecTsa
dapmaLeBTMUYECKON cybCcTaHLMu;
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N) AOKYMeHTa/ibHoe NoATBepKAaeHMe (BanMaaumusa) aHaMTUYECKMX MeTOAMK, UCMOb3yeMbIX Npu
OCYLLECTBNEHNN KOHTPOIA KadecTBa papmaLieBTUYECKOW cybcTaHUMu;

M) pe3ynbTaTbl aHann3a cepuin dapmaL,eBTMYECKON cybcTaHumu;

H) NnepeyeHb CcTaHAaPTHbLIX 06Pa3L0B MAKN BELLECTB, UCMO/b3YEeMbIX MPU OCYLLECTBAEHUU KOHTPONA
KayecTBsa;

0) onMcaHMe XapaKTePUCTUK U CBOMCTB YMaKOBOUYHbIX MaTePUaioB U YKYNOPOUHbIX CPE/CTB;
n) AaHHble o cTabunbHOCTU hapmMaLLeBTUYECKOW CybCcTaHLUW;
p) CpoK rogHocCTK;

2) B OTHOLIEHWUM papMaLEBTUYECKMX CyBCTaHLMIM, BXOAALMX B COCTAB JIeKapCTBEHHOro npenapata
N BKJIIOYEHHbIX B rOCYAAPCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbein 34
HacTosllero defepanbHOro 3aKoHa:

a) HaumeHoBaHMe dpapmaLLeBTUYECKOK cybCcTaHLUMUKM, ee CTPYKTypa, obLine CBONCTBa;
6) HaMmeHOBaHMe 1 aapec NPoU3BOAUTENS;

B) pe3y/ibTaTbl aHa/M3a cepuii papmaLeBTUUYECKOM cybcTaHLmK;

r) cpoK rogHocTy;

3) B OTHOLLEHMM NEeKaPCTBEHHOro NpenapaTa AN MeAULMHCKOTo MPUMEHEHUS:

a) onucaHMe 1 CoCTaB NeKapcTBEHHOro NpenapaTa 414 MeANLUHCKOro NPUMEHEHNS;

6) onucaHuMe dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe BbibOpa coCTaBa, MNepPBUYHOWN
YyNaKoBKu);

B) TEXHONOINA NPOU3BOACTBA C ONUCaHMEM CTaAMit NPOM3BOACTBA U METOA0B KOHTPOAA Ha Bcex
CTafusAX NPOM3BOACTBa;

r) OonucaHWe KOHTPONA KPWUTUYECKMX CTaauiA npouecca nNPOM3BOACTBA W MPOMENKYTOYHOM
NPOAYKLMK;

[) HaMeHOBaHWe M aApec MecTa OCYLLEeCTBNeHUA NPON3BOACTBA IEKaPCTBEHHOro npenaparta ans
MeAMLMHCKOrO NPUMEHEHUA (B CAydae HaAMuMA HECKONbKMX YYacCTHMKOB mpouecca Npou3BOACTBA
YKa3bIBaeTCA KaXKabli U3 HUX);

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHbili 6anaHc 419 NPOM3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue XapaKTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMaNoB N YKYNOPOUHbIX CPeACTs;

K) AOKYMeHTanbHOe NoATBepKAeHMe (Baanaauma) npoLeccos NPon3BOACTBA M (UN) UX OLEHKa;
N) TpeboBaHMA K KauyecTBy BCNOMOraTe /IbHbIX BELLeCTB;

M) dHaIUTU4YECKNEe MeTognKkn, wucnosbsyemble Npun OCyWeCTB/IEHUMN KOHTPOJSIA Ka4decCTBa
BCNOMOraTe/ibHbIX BELWECTB;
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H) QOKYMeHTanbHoe NoATBepXAaeHue (Bannaaumns) aHaUTUYECKUX METOAMK, UCMONb3yeMbIX MpU
OCYLLECTBNEHNN KOHTPO/IA KayecTBa BCOMOraTe/ibHbIX BELLEeCTB;

0) MHpopmauma 06 MCNoNb30BaHUWM BCMOMOraTe/IbHbIX BELLECTB YE/I0BEYECKOro U KMBOTHOIO
NPOUCXOXKAEHUS;

n) nHpopmaums 06 UCNob30BaHMM HOBbIX BCMOMOraTe/IbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBy /IEKApCTBEHHOro npenapata A4A MeAMUMHCKOTO MpUMeHeHUs
(cepTnduKaT, cneundmKauma Ha NEKaPCTBEHHBbIN NpenapaT U nx 06oCHOBaHUE);

C) dHaUTU4YECKNE MEeTOoAUKHN, Uncnoabdyemble NpU OCYyWECTBIEHUN KOHTPONA KayecTBa
NNEeKapPCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

T) LOKYMEHTaNbHOe noAaTtBepXaeHue (Banngauma) aHaiUTUYECKUX METOAMK, UCMOb3yeMbIX Npu
OCYLLECTB/IEHUMN KOHTPO/IA KaYecTBa IeKapCTBEHHOTO NpenapaTta 418 MeAULMHCKOTO MPUMEHEHUS;

Y) pe3ynbTaTtbl aHa/IM30B CEPUIA IeKapPCTBEHHOTO Npenaparta Ans MeauLMHCKOro NPpUMEHeHUs;
&) XxapaKTepucTMka npumecen;

X) nepeyvyeHb CTaHAAPTHbIX o6pa3u,03, MCNOoNb3yemMblX NMPU OCyWECTBNEHUN KOHTPONA Ka4decCTBa
NNeKapCTBEHHOrO nNpenaparta Ana MeagnumnHCKOro npnmeHeHuaA,

L) AaHHble 0 CTabUNbHOCTU IEKAPCTBEHHOTO Npenaparta 419 MeAULUUHCKOro NPUMEHEHUS.
(yacTb 2.1 B pea. PeagepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. poun3BOACTBO JIEKAPCTBEHHbIX CPEACTB OCYyLWecTBAAeTcs C cobaogeHmem TpeboBaHWUi
NMPOMBIL/JIEHHOTO  PErsameHTa,  KOTOpbI  YTBEPXKAAETCA  PYKOBOOMUTENEeM  MPOM3BOAMTENSA
JIEKapCTBEHHbIX CPEACTB M BK/OYAET B CebA nepeyeHb UCMO/Ib3yeMbiX papmaLLeBTUYECKUX CyBCTaHLMIA
M BCMOMOTaTe/ibHbIX BELLECTB C YKa3aHMEM KOMMYECTBA KaxK4oro M3 HUX, AaHHble 06 Mcnosibsyemom
060pyl0BaHNN, OMUCAHME TEXHO/IOTMYECKOro npouecca M MeTOAOB KOHTPOASA Ha BCex 3Tanax
NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

4. [puM nNpPoU3BOACTBE JIEKAPCTBEHHbLIX MNpenapaTtoB Ana MeAMUMHCKOro NpUMEeHeHun
NCNonb3yoTca papmaueBTUyeckne cybcTaHUMK, CBEAEHUS O KOTOPbIX COAEPKaTCA B roCcyAapCTBEHHOM
peecTpe NeKapCTBEHHbIX CPEeACTB ANA MEAMUMHCKOrO MNpUMeHeHus u (uan) eamHom peecTtpe
3apPerncTPUPOBaHHbIX JIEKAPCTBEHHbIX CPeacTB EBPa3niMCKOro SKOHOMMYECKOTO CO03a, 38 UCKAOYEHMEM
dbapmaueBTUYECKUX cybcTaHUMI, NPOMU3BOANUMBIX A8 NMPOBEAEHMUA KIMHUYECKMX UCCef0BaHNM U (Man)
ANA 3sKcnopTta. [pu Npou3BOACTBE /IEKAPCTBEHHbLIX CPEACTB A/1A BETEPMHAPHOro MNPUMEHEHMUA
Ncnosb3ytoTca papmaueBTUYeckne cybcTaHLMK, CBEAEHNSA O KOTOPbIX COAep)KaTcA B rocy4apCTBEHHOM
peecTpe fIeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIo NpUMeHeHua, 1 (Mnun) rocyaapcTBeHHOM peecTpe
NIEeKapCTBEHHbIX  CPeACTB AN MEeAMUMHCKOTO  NpUMeHeHua, U (Mnu)  eaMHoOm  peectpe
3aPEerncTPUpPOBaHHbIX BETEPUMHAPHbIX JIEKAPCTBEHHbIX MpenapaToB EBPAsMMCKOro 3KOHOMMYECKOro
cot3a, M (UAn) egMHOM peecTpe 3aperncTPUPOBaHHbIX /IeKapCTBEHHbIX cpeacts EBpasuiickoro
3KOHOMWYECKOro COl3a, 33 WCKA4YeHMeM ¢apmaueBTUYECKMX CybCTaHLMIA, MNPOU3BOAMMbBIX A5
npoBeAeHUa KAMHWYECKUX wuccnedoBaHuii M (Mam) ana skcnopTta. K npoueccy npouwsBoAacTBa
dbapmaLeBTMUYECKOWN CyBCTaHUMM OTHOCATCA Nt0bBble CTaaMM TEXHONOMMYECKOro NpoLiecca, N03BoALMNe
Nno/sly4nTb FOTOBbIM NPOAYKT, COOTBETCTBYIOWMI TpeboBaHUAM dapMaKonelHoW cTaTbM, B TOM 4yucCae
depmeHTaumMnA, IKCTPaAKLUMA, OYMUCTKA, BblaeNeHMe, NepekpucTanin3aymsa, BoicyluMBaHne, U3Mesib4eHUe.
B cnyyae HeobxoAMMOCTM WCMO/Ib30BaHWS 3TWUNOBOrO CNMPTa, B TOM u4ucae dapmaueBTUYecKkon
cybcTaHUMM cnupTa 3TUNoBOro (3TaHona), NpuM MNPOU3BOACTBE NEKAPCTBEHHbLIX CPEACTB B KayecTse
AEenCTBYIOLLErO U (MIN) BCMOMOraTe/IbHOrO BELLLECTBA, a TaKXKe B UHbIX TEXHONOTUYECKUX LEeNax A0/IXKHa
6bITb MCMONb30BaHa TONLKO hapMaleBTUYEeCcKas cybcTaHLMA cnupTa 3TUI0BOrO (3TaHoN).

(8 pen. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-93, o1 27.12.2019 N 481-
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®3, 01 24.07.2023 N 341-93)

4.1. MepeyeHb NEKapPCTBEHHbIX MPEnapaTtoB ANA MEeAULMHCKOTO NPUMEHEHUs, B OTHOLUEHUMU
KOTOpPbIX YyCTaHaB/MBalOTCA TpeboBaHMA K 0O6bemy Tapbl, YNaKOBKE W KOMMAEKTHOCTW, MepeyeHb
NIEKAPCTBEHHbIX NpenapatoB AAa  BETePUHAPHOrO  MPUMEHEHMA, B  OTHOLIEHUM  KOTOPbIX
yCTaHaBAMBatoTcA TpeboBaHMA K 0bbeMy Tapbl, a TaKKe TpeboBaHMA K obbemy Tapbl, YNaKOBKE U
KOMMJIEKTHOCTM JIEKAPCTBEHHbIX NpenapaToB Aas MeAULMHCKOro NpumeHeHusn, TpeboBaHusa K obbemy
Tapbl  JIEKAPCTBEHHbIX  MpenapaTtoB  AnA BETEPUHAPHOTO  MPUMEHEHUS onpeaenatoTca
COOTBETCTBYIOLWMMMN  YNOJHOMOYEHHbIMN  deaepanbHbIMM  OpraHamn  UCNOJHUTENbHOM BAacTu B
nopaake, yctaHoBseHHoMm Npasutenscteom Poccuinckon @egepaumm.

(yacTb 4.1 B pea. PepepanbHOro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCyLLeCTBAAIOWME NPOU3IBOACTBO dapmaLeBTUYECKOW cybcTaHuMM cnmpTa
3TUNOBOrO (3TaHOMa) ANA MPOM3BOACTBA CMMPTOCOAEPNKALLMX JIEKAPCTBEHHbIX MpPenapaTos, 06A3aHbl
OCYLLECTBAATbL YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbsiMKU 8 U 14 depepanbHOro 3akoHa oT 22 HoAbps
1995 roga N 171-$3 "O rocyaapcTBEHHOM peryamMpoBaHMmM NponsBoAcTBa M 060poTa 3TUAOBOro CNMpPTa,
a/IKOrONIbHOM U CAMPTOCOAEpP)KALLEe NPoAYyKUMM M 00 OrpaHuyYeHun notpebneHua (pacnutums)
a/IKoronbHoOM npoaykumnmn'. NMponssoacTBo dapmaLLeBTUHECKOM CyDCTaHLMM CNMPTA 3TUNOBOTIO (3TaHOAA)
OONYCKaeTca TO/IbKO OpraHu3aumMen, OCyLLEecTBAAIOLWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TWUIOBOTO
cnupTa W3 MULLEBOTO CbipbA HA OCHOBaHMWU JINLEH3UM HA NPOM3BOACTBO 3TWIOBOIO CAMpPTa ANA
npoussoacTBa ¢apmaueBTUYECKOW CcybCcTaHUMM ChnMpTa 3TWIOBOrO (3TaHoMa) B COOTBETCTBUM C
TpeboBaHMaAMK PepepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryanMposaHuMM NpomM3BOACTBA M 060OpOTa 3TMNOBOrO CAMPTA, aNKOFOJIbHOM M CAMPTOCOAEpPMKALLEN
npoaykuMmM u 06 orpaHuYeHun noTpebneHua (pacnuTusA) anKoronbHOM npoAyKuuu', MeToaom
pa3BefeHns BOLOW OYULLEHHOM TaKOro 3TUA0OBOrO CNMPTA, NPOU3BELEHHOIrO AAHHOW OpraHusaumen no
MECTY OCYyLLEeCTBNEHNA NPOM3BOACTBA papMaL,EeBTUYECKOM cybCcTaHL MM CMpTa 3TUA0BOTO (3TaHONA).
(yacTtb 4.2 BBeaeHa denepanbHbiM 3aKoHOM oT 03.07.2016 N 261-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. UHamBuayanbHble NpeagnpuHUMaTENIN N IOPUANYECKME NNLA, OCYLLECTBAAIOWME 3aKyMKy U
ncnonb3oBaHWe dpapmaLLeBTUYECKOM CybCTaHLMM CcnMpTa 3TUI0BOTO (3TaHOANA), @ TaKKe NPOM3BOACTBO,
usrotosaeHne u (MamM) 060pOT (33 WCKAOYEHMEM PO3HWYHOW NPOAANKM) CMUPTOCOLEPIKALLUX
JIeKApPCTBEHHbIX NpenapaToB, 06A3aHbl OCYWECTBAATL MX Y4YeT U AeKJapupoBaHMe B MOPALKE,
yCTaHOBNEHHOM cTaTbaMn 8 n 14 depepanbHOro 3akoHa oT 22 Hosabpa 1995 roga N 171-93 "O
rocyapCTBEHHOM PEry/JMpoBaHUM MNPOM3BOACTBA M 00O0OpOTa 3TU/IOBOrO CRAWMPTA, aJKOrOJIbHOW M
cnupTocoaep:Kalen npoaykumMm U o6  orpaHuyveHnn noTtpebneHua (pacnuTuma) anKoronbHoM
npoaykummn".

(yacTb 4.3 BBegeHa deaepanbHbiM 3aKoHOM 0T 29.07.2017 N 278-3)

4.4. Tlpy nNpou3BOACTBE JIEKAPCTBEHHbIX MpenapaToB A/1A BETEPUHAPHOIO NpPUMEHEHMA
[OOMYCKaeTcA MCNo/ib30BaHME MPOU3BEAEHHbIX ANA peanunsauun dapmaLeBTUYECKUX cybcTaHumit,
BK/IIOYEHHbIX B FOCYapPCTBEHHbIA PEecTp NEKAapPCTBEHHbIX CPEACTB YNOJHOMOYEHHbIM ¢deaepanbHbIM
OpraHoM  UCMOJIHUTENbHOW  BNACTU, OCYLLECTBAAIOWMM BefeHMe TOoCy[apCTBEHHOMO peecTpa
JIeKapCTBEHHbIX CPEACTB A1A MEANLNHCKOFO NPUMEHEHMSA.

(yacTb 4.4 BBepeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-d3)

5. 3anpewaeTca NPou3BOACTBO:

1) neKapCTBEHHbIX CPeACTB, CBEAEHMA O KOTOPbIX HE COAEPMKATCA B rocyAapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeacTB Aasa MeAWULMHCKOTO MpUMEHeHus, UM (MaM) TrocyZapCTBEHHOM peecTpe
NeKapCTBEHHbIX CpPeacTB A/ BETEPUMHAPHOTO  MpuUMeHeHua, W (M)  eauHoOm  peectpe
3aperucTpupoBaHHbIX IEKAPCTBEHHbIX CpeacTB EBPasmMiiCKOro sKOHOMWYECKOTO COto3a, U (Man) eguHom
peecTpe  3apervcTpupoBaHHbIX  BETEPWMHAPHbLIX  JIEKAPCTBEHHbIX  npenapaToB  EBpaswuiickoro
3KOHOMMYECKOro COH3a, 33 MCKNOYEHWEM NEKAPCTBEHHbIX CPeacTs, NMPOU3BOANMbBIX ANS NpPoBeAeHus
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KAMHUYECKUX UCCNel0BaHUI AW ANA SKCNOPTa;
(n. 1 8 pea. PegepanbHoro 3akoHa ot 24.07.2023 N 341-93)

2) danbCcUPUUMPOBAHHDBIX IEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 ANLEeH3MM Ha NPON3BOACTBO SIeKaPCTBEHHbIX CPeACTs;

4) NeKapcTBEeHHbIX CPEACTB C HapylleHWeM MpaBuMA OpraHM3auuu MPOM3BOACTBA M KOHTPOASA
KayecTBa /IeKapCTBEHHbIX CPeacTs;

5) ytpatun cuny. - PegepanbHbiii 3akoH oT 27.12.2019 N 481-03;

6) cnupTocodeprKalux NeKapCcTBEHHbIX MpenapaToB MO MeCTy OCYLIeCTB/IeHWs NpPou3BOACTBA
dapmaleBTMUYECKON CybCTaHUMM cnnpTa 3TUOBOrO (3TaHona) U (MAK) MO MecCTy OcCylLLEeCTBAEHUS
npon3BoACTBa 3TUIOBOTO CNUPTa;

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.

depepanbHbiM 3aKoHOM 0T 22.12.2020 N 436-P3 cT1. 14.1 ®3 o1 22.11.1995 N 171-®3 n3n0KeHa B
HOBOM pegakumun, Hopma n. 1.1 ct. 14.1 ctapon pegakumm @3 cootBeTcTBYeT Hopme n. 2 cT. 14.1
HOBOM pefaKumm.

7) dapmaueBTMYECKON cybCTaHUMKM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnupTocoaeprKalmx
NIeKAPCTBEHHbIX MPEernapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM OOOPYyAO0BaHUM Aaa MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, yKa3aHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roga
N 171-®3 "O rocynapCTBEHHOM pPeryinMpoBaHMM MNPOU3BOACTBA M 06OpPOTa 3TMIOBOrO CNMPTA,
a/IKOTONbHOM U CNMpTOCOAEp)Kalleld NpoayKuMM M 06 orpaHuyeHun notpebneHuna (pacnurtus)
a/IKkoro/sibHOM npoayKumn'.

(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-93)

6. Mpu BBOAE /IEKAPCTBEHHbIX CPEACTB B TpaXAaHCKUA 06OPOT YMOJHOMOYEHHOE /L0
NPOM3BOAUTENSA IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBUA IEKAPCTBEHHbIX
cpeacTs TpeboBaHUAM, YCTAaHOB/IEHHbIM NPWU WX TOCYAAPCTBEHHOW PEerMcTpauuun, M rapaHTMpyeT, yTo
NeKkapcTBeHHble CpeacTBa NPOM3BeAEHbl B COOTBETCTBUM C TpeboBaHMAMWM NpaBUA Hagaexallei
NPOM3BOACTBEHHOM MPAKTUKM.

(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNO/IHOMOYEHHbIM NLOM MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB ABAAETCA ero PaboTHMUK,
aTTECTOBAHHbIN B YCTAHOBAEHHOM YNOJAHOMOYEHHbIM desepasibHbIM OPraHOM UCNONHUTENbHOM BNACTH
nopsaaKke U UMEIOLLMIA CTaxK paboTbl HE MeHee Yem NATb /1eT B 061acTK NPoM3BOACTBA U (MIM) KOHTPONS
KayecTBa JIeKApCTBEHHbIX CPeACTB, Bbicllee o06pa3oBaHME COOTBETCTBEHHO MO OAHOM U3
cneuuanbHocted M (M) oAHOMY M3  HanpaBieHWt NoAroToBKU: buonorus, 6GuoTexHonorus,
BETEPUHAPMUA, BETEPUHAPHO-CAHMUTAPHAA 3KCMEepPTM3a, KAMHUYECKad MeguuuHa, pPagMalMoHHas,
XMMMYeckas W buonoruyeckasa 3awuTa, dapmauusa, oyHOAMEHTaNbHaAA MegMUMHA, XMMUYecKas
TEXHOJIOTUA, XMUMMA.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-d3)

8. Mpoun3BoaMTEeNN NEeKAPCTBEHHbIX CPeacTB (3a MCcKAoYeHnem dapmMaueBTUYECKON cybcTaHuum
CnMpTa 3TUNOBOrO (3TaHONA) MOFYT OCYLLLECTBAATb NPOAArKY JIEKaPCTBEHHbIX CPeACTB UM nepeaasaTb UX
B YCTaHOB/IEHHOM 3aKoHoAaTebcTBOM Poccuiickoin Peaepauun nopagre:

(8 pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npoun3BOAUTENSAM IEKAPCTBEHHbIX CPEACTB ANA NMPOU3BOACTBA IEKAPCTBEHHbIX CPeACTs;
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2) opraHusaumam OnNTOBOM TOProB/in NeKapCTBEHHbIMU CpenCTBaAMMU,

3) anTeyHbIM OpraHW3auuMam, BeTEPUMHAPHbIM anTeYHbIM OpPraHU3aumMaAMm, WHAUBUAOYANbHbIM
npeanpuUHUMaTENAM, UMEIOLMM NULEH3MI0 Ha dapMaLleBTUYECKYIO AeATeNbHOCTb UAWN JIMLLEH3UIO Ha
MeAULIMHCKYIO AeATe/IbHOCTb;

4) Hay4HbIM OpraHM3aLMAM 418 Hay4HO-UCCNen0BaTeNbCKON PaboThbl;
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MeAMLMHCKMM OpraHn3aumam 1 BeTePUHAPHbIM OpraHn3auuam;

6) opraHusauMam W MHAMBUAYaNbHbIM MNpeanpPUHUMATENAM, OCYLLECTBAAIOWMM pa3BedeHue,
BbipalllMBaHME W COAEp)KaHUEe IKMUBOTHbIX (33 WCKAOYEHMEeM nNpodarkM UM  dapmMaueBTUYECKUX
cybCTaHUMI UK UX Nepesayn);

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

7) vcnbiTaTenbHbiM nabopatopuam (UeHTpam), NPoBoAALMM WUCMbITaHUA B 06/1aCTU KOHTPOAA
KayecTBa JIEKApPCTBEHHbIX CPeACTB, aKKPeAMTOBaHHbIM B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunm 06 akKpeauTaLunm B HaLLMOHAbHOM CUCTEME aKKpeanTaLuu.

(n. 7 BBeaeH dPepepanbHbim 3akoHOM 0T 04.08.2023 N 428-93)

9. MpoussoguTtenn dapmalLeBTUYECKON cybCcTaHUMKM cnupTa 3TUNoBoro (staHona) ob6AsaHbl
OCYLLECTBAATL peannsaumio (nepesaydy B yCTaHOBNEHHOM 3aKOHOAaTeNbCTBOM Poccuiickon depepaumm
nopagke) ¢dapmaueBTMYECKOMW  CyOCTaHUMM  CNMPTA  3TWAOBOFO  (3TaHosMa) NpousBOAMTENSM
JIEKapCTBEHHbIX  CPeAcTB  ANA  NPOU3BOACTBA  JIEKAPCTBEHHbIX  CPeACTB,  MPOM3BOAUTENAM
(M3roToBUTENAM) MEAULIMHCKUX U3AENNI ANA NPOU3BOACTBA U U3rOTOBAEHUA MEANUMHCKUX U3Lenuii B
eMKOCTAX 06bemom He 6onee 1 nntpa u (Maun) He meHee 1000 AUTPOB, a OPraHM3aAUMAM, YKA3aHHbIM B
nyHKTax 3 - 5 1 7 yactu 8 HacToALWEN CTaTbu, B Tape obbemom He 6onee 1 anTpa.

(yacTb 9 BBegeHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. PenepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, 01 22.12.2020 N 444-3, o1 04.08.2023 N 428-d3)

10. Peanusauma (nepefaya B YCTaHOB/IEHHOM 3aKoHOZaTe/nbCTBOM Poccuiickoit degepaumm
nopagke) dapmaueBTUYECKOW cybCcTaHUMKM cnuMpTa 3TUIOBOrO (3TaHona) OpraHM3auMsaM ONTOBOWA
TOProB/IM IEKAPCTBEHHbBIMM CPEACTBAMM HE AOMYCKaeTCA.

(yactb 10 BBeaeHa PegepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

11. NepeBo3kKN dapmaLeBTUUECKOM CYOCTaHLLMM CIMPTA 3TUIOBOTO (3TaHO/A) OCYLLECTBAAOTCA C
cobnogeHnem TpeboBaHWUM, YCTaHOB/EHHbIX ab3auem YeTBepTbiM MyHKTA 3 ctaTbk 9 depepanbHoOro
3aKoHa OT 22 HoAbpsa 1995 roga N 171-®3 "O rocyaapcCTBEHHOM peryanMpoBaHUM MNPOW3BOACTBA U
060poTa 3TUIOBOrO CMMPTA, aNKOTrOJIbHOM WM CNUPTOCOAEPIKALEN MPOAYKUMM M 06 OorpaHMYeHUu
notpebaeHuns (pacnuTna) aNkoronbHOM NpoayKumm".

(yacTb 11 BBEAeHa ®eaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

CtaTba 46. MapKUpOBKa NEKAaPCTBEHHDbIX CPEACTB

1. /lekapcTBeHHble NpenapaThbl, Npolweawne rocygapcTBeHHY0 perncTpauuio B COOTBETCTBUMN C
TpeboBaHMAMM HacToAwero PenepanbHOro 3aKOHa, 33 UCKAKOYEHMEM /leKapCTBEHHbIX Mpenapartos,
M3roTOBAEHHbIX anTeYHbIMW  OPraHM3auMAMM, BETEePUMHAPHLIMW  anTeYHbIMW  OpPraHM3aLUAMM,
UHAMBUAYANbHBIMA  MPeanpUHUMATENAMU,  UMEIWUMN  JIMLEH3NI0  Ha  dapmMaLeBTUYECKYHo
0eATeNbHOCTb, A0IXKHbI NOCTynaTb B 0bpalleHne, eciu:

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1) Ha MX NepBMYHOIN YyMNaKoBKe (3@ WCK/AOYEHMEM TMNEPBUYHOM YMNAKOBKM JIeKapCTBEHHbIX
pacTUTeNbHbIX NPenapaToB) XOPOLLO YNTAEMbIM WPUGOTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMeHOBaHMWe
NeKapcTBEHHOrO npenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOe, WAM  TPYNMNMPOBOYHOE, WM


https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100376
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&dst=100072
https://login.consultant.ru/link/?req=doc&base=LAW&n=453890&dst=100016
https://login.consultant.ru/link/?req=doc&base=LAW&n=371763&dst=100349
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&dst=100098
https://login.consultant.ru/link/?req=doc&base=LAW&n=470145&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=453890&dst=100018
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&dst=100099
https://login.consultant.ru/link/?req=doc&base=LAW&n=483210&dst=713
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&dst=100101
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100377

99

XMMUYECKOoe, N TOProBoe HauMeHOBaHUe), HoMep cepuu, gaTta BbiNycka (419 UMMYHOBMONOTNYECKNX
NIeKapCTBEHHbIX NpenapaTtos), CPOK rOAHOCTM, A03UPOBKA WAU KOHUEHTpauusa, obbem, akTMBHOCTb B
eauHMLAax AeNCcTBMA AU KOMYECTBO A03;

(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 22.12.2014 N 429-03)

2) Ha ux BTOPWYHOM (NOTPEBUTENLCKONM) YNAaKOBKE XOPOLWIO YMTaembiM WPUGTOM Ha PyCCKOM
A3blKe yKa3aHbl HAMMEHOBaHUWE JIeKaPCTBEHHOIO MnpenapaTta (MexayHapoAHOoe HenaTeHTOBAHHOE, UK
rPynnMpoBOYHOE, WM XMMMYECKOE W TOProBOe HaMMEHOBaHWS), HaMMEHOBaHWE NPOWU3BOAMUTENA
JIeKapCTBEHHOIO NpenapaTta, Homep cepun, gaTta BbiNycka (419 UMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapatos), HOMep PEerncTpPaLMoHHOIO YAOCTOBEPEHMUS, CPOK FOAHOCTM, CMOCOD NpPUMEHEHMUS,
O03VMPOBKA WM KOHUEHTpauus, obbem, akKTUBHOCTb B eAMHULAX OEWCTBUS MO0 KOAMYecTBO 403 B
YyNaKOBKe, IeKapCcTBeHHan popma, yCnoBmA OTMNYCKa, YCA0BUA XPaHEeHUs, NpeaynpeanTesibHble Hagnucu.
(8 pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 07 22.12.2014 N 429-03)

2. ®apmaueBTMUYECKME cyBCTaHUMM AO0MKHbLI NOCTynaTb B obpalleHne, ecin Ha Ux NepBUUYHOMN
YNaKOBKE  XOpOWO 4uTaeMbiM  WPUGTOM Ha  PYCCKOM  A3blKE  YKasaHbl HauMMeEHOBaHMe
dapmaueBTMUYECKON CcybCcTaHUMM (MexayHapoAHOEe HenaTeHTOBaHHOE, WAW TFPYNnNUMPOBOYHOE, WU
XMMMYECKOE W TOProBOE HaUMEHOBaHUS), HaMMeHOBaHWE MNpousBoauTeNa dapmaleBTUYECKOoM
cybcTaHUuMKM, HOMEP CEepUM W aaTa U3rOTOBJIEHUS, KOSIMYECTBO B YMAaKOBKE U eAUHULUbI U3MEPEHUS
KO/IM4eCcTBa, CPOK ro4HOCTU U YCI0BUA XPaHEHMUA.

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. JlekapcTBeHHble CPeACTBa B KayecTBE CbIBOPOTOK JOJIXHbI MOCTynaTh B ob6palieHne ¢
YKa3aHMeM ¥MBOTHOTO, U3 KPOBM, MNa3Mbl KPOBM, OPraHOB M TKAHE KOTOPOro OHM MOJYYEHbI.

4. Ha BTOpPUYHYIO (NOTPebuTeNnbCKy) YNaKoBKY IEKAaPCTBEHHbIX CPEACTB, NOYYEHHbIX U3 KPOBY,
nnasmbl KPOBU, OPraHOB U TKaHEen YenoBeKa, A0KHA HaHOCMTbCA Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuta C M NOBEpPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBUYHYIO YNaKOBKY M BTOPUYHYIO (MOTpebuTenbcKyo) ynakoBKy paanodapmaueBTUYECKMX
NleKapCTBEHHbIX CPeACTB A0MKEH HAHOCUTLCA 3HAK PaaMaLMOHHON ONAacHOCTH.

6. Ha BTOpMYHYO (NOTPEBUTENLCKYIO) YNaKOBKY FOMEONaTUYeCcKUX NIeKapCTBEHHbIX MpenapaTos
[0J/1>KHa HAaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpWUYHYIO (NOTPEeBUTENbCKYIO) YNAKOBKY /1IEKAPCTBEHHbIX PacTUTE/IbHbIX MpenapaTos
O0/IKHA HAaHOCUTbCA Hagnuch: "MpoayKuma NpoLuna paamuaLnuoHHbIA KOHTPOAL".

8. Ha nepBUYHYO YyNaKoBKY (ecnun Ans 3TOro CyWwecTByeT TeXHUYECKan BO3MOXKHOCTb) M BTOPUYHYHO
(NoTpebuTeNbCKylo) YMaKOBKY /IEKApPCTBEHHbIX MPenapaTos, nNpeAHasHauYeHHbIX A8 KAMHUYECKUX
nccneaoBaHUiA, AONXKHA HAHOCUTLCA Hagnuch: "[NsA KAMHMYECKUX nccneaoBaHmin',

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. YnaKoBKa NEeKapCTBEHHbLIX CpeacTs, npegHa3Ha4YeHHbIX WCKAKYUTENNIbHO A4 3KCNOopPTa,
MapKunpyeTca B COOTBETCTBUN C Tp66OBaHMﬂMM CTPpaHbl-MmnopTepa.

10. Ha TpaHCMopTHytO Tapy, KOTOpas He MpeAHasHayeHa A/a notpebutesnei M B KOTOpyLo
NMOMELLLEHO J/IeKapCTBEHHOE CPEeACTBO, AO/KHA HAHOCUTLCA MHPOPMALMA O HAMMEHOBAHMM, CEpuUn
NIEKapCTBEHHOTO CPeACTBa, [AaTe BbIMYCKa, KOAMYECTBE BTOPUYHbLIX (MOTPEOUTENbCKMX) YNaKOBOK
NleKapCcTBEHHOTO CpeacTBa, NPOM3BOAUTENE IEKAPCTBEHHOMO CPEACTBa C YKa3aHMEM HaMMeHOBaHUA U
MECTOHaXOXAEeHNA NMPOM3BOAUTENSA NEKAPCTBEHHOrO cpeacTsa (agpec, B TOM uucne cTpaHa u (uaum)
MEeCTO NMPOM3BOACTBA NEKAPCTBEHHOMO CPEACTBA), @ TaKKe O CPOKe roAHOCTU JIeKapCTBEHHOro CpeacTsa
M 06 YyCNOBMAX €ro XpaHeHUa W MepeBO3KW, Heobxoaumble npeaynpeauTesibHble Hagnucu u
MaHUMYNATOPHbIE 3HAKM.
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11. Ha nepBMYHYO YNAKOBKY M BTOPUYHYIO (MOTPebUTENbCKYIO) YNAKOBKY 1EKAPCTBEHHbIX CPeacTB
ON1f BETEPMHAPHOIO NPUMEHEHMA A0/KHA HAHOCUTLCA HaANUCh: "7 BETEPMHAPHOTO NpUMeHeHuA".

12. Ha BTOpMYHYytO (NOTPebUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHOrO Npenapata HaHOCUTCH
LITPUXOBOWM Koa,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO SEAEPALNIO U BbIBO3 IEKAPCTBEHHbBIX CPEACTB
M3 POCCUNCKOMN GEAEPALUMU
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopAaaoK BBO3a NeKapCTBEHHbIX cpeactB B Poccuiickyio Pegepaumio u BbiBO3a
JNIeKapCcTBEeHHbIX cpeacTB U3 Poccuiickoii Pegepauunn
(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. BBO3 neKapCTBEHHbIX cpeacts B Poccuitickyio depepauuio OCyWEeCcTBAAETCA B MNoOpAKe,
ycTaHoBeHHOM [MpasutensctBom Poccuiickolt Pepepaumm, B COOTBETCTBMM C aKTaMM, COCTABAAIOLLMMM
npaso Coto3a, 1 (1K) 3aKoHOZaTeNbcTBOM Poccuiickon Pegepaunn o TaMOXKEHHOM PEryIMpPoBaHUN.

(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.

[o 31.12.2025 poccuiiCKMM NpouM3BOAMTENAM Pa3peLleHo B YBEAOMUTENbHOM NOPAAKE BBO3UTb He
BHECEHHble B peecTp dapmaueBTUYEecKMe cybCTaHUMM A1A BETePUHAPHOTOo MNPUMEHEHMUA AAs
NpPOM3BOACTBA 3aPEernmcTPUPOBAHHBIX IEKAPCTBEHHbIX cpeacTs (MocTtaHoBneHue Mpasutenbctea PO
o1 12.03.2022 N 353).

2. BBo3umble B Poccuitickyto denepaumio IEKAapCTBEHHbIE CPeAcTBa LOJIXKHblI COAEp!KaTbCsA B
rocygapcTBEHHOM peecTpe /IeKAPCTBEHHbIX CPeacTB, WAW eAMHOM peecTpe 3aperncTpupoBaHHbIX
JIeKapCTBEHHbIX  CpeacTB  EBPasMIACKOrO  3KOHOMMYECKOro  COK3a, WM  eAMHOM  peecTpe
3aperncTpuUpoBaHHbIX BETEPUHAPHbIX JIEKAapPCTBEHHbIX NpenapaTtoB EBpasMMCKOro 3KOHOMMYECKOro
coto3a.

(B pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, 01 27.12.2019 N 462-93, o1 30.01.2024 N 1-$3)

3. HonyckaeTtca BBO3 B Poccuiickyto degepaumio KOHKPETHOW NapTMM 3aperMcTpuMpoBaHHbIX U
(Mnn)  HesaperucTpMpoBaHHBLIX JIEKAPCTBEHHbIX CPEACTB, NpeAHa3HayeHHbIX Ans  pa3paboTku
JIeKapCTBEHHbIX CPeACTB, NMPOBEAEHUS Hay4HbIX U UHbIX MUCCAeAOBaHMIA, NPOBEAEHUA KANHUYECKUX
NcCNefo0BaHWU NIEKAPCTBEHHbIX NPEnapaToB, NPOBEAEHUA 3KCMEepPTU3bl JIEKAPCTBEHHbIX CPeACTB Ans
OCYLLECTB/IEHMA TOCYAAaPCTBEHHOMN PEerncTpaLLmMm Uan perucTpaLmm NeKapcTBEHHbIX NPenapaTos UAn Ans
OKa3aHUs MeAUUMHCKOM MOMOLUM MO YKM3HEHHbIM MOKA3aHMAM KOHKPETHOTO MauyeHTa Ha OCHOBaHUM
paspelleHuns, BblAAHHOTO YNOJHOMOYEHHbIM ¢enepasbHbIM OPraHOM MCMOJHUTENbHOM BAACTU MO
3aAB/IEHUAM /1ML, YKa3aHHbIX B cTaTbe 48 HacTosAwero PesepanbHOro 3aKoHa. PaccmoTpeHue Takoro
3aAB/fIEHNA W MPUHATAE pelleHMA O Bblgaye paspelleHMs Ha BBO3 KOHKPETHOM napTuu
3aperncTpupoBaHHbIX U (MM) HE3aPErnCcTPMPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX gna
pa3paboTKM NEeKapCTBEHHbIX CPEACTB, MPOBEAEHMA HAyyHbIX M MHbIX UCCAeA0BaHWA, NpoBeaeHMWsA
KAMHWUYECKUX UCCNeAO0BaHWUIA IeKapCTBEHHbIX NpPenapaToB, MPOBEAEHMA 3KCNEPTU3bl SIeKAapPCTBEHHbIX
CPeACTB AONA OCYLLEeCTB/EHMA [OCYyAapCTBEHHOM PerucTpauum MM Permctpaumm  JeKapcTBEeHHbIX
npenapaTtoB WAM ANA OKa3aHWUA MEAUUMHCKOW MOMOLWIM MO MMU3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauuneHTa AMb60o 06 OTKase B BblAaye YKa3aHHOro paspelleHuns Npon3BoaaTCa B CPOK, He MPeBbIlalowmii
nAaTK pabounx aHeit. MNnaTta 3a BblAAYY YKa3aHHOTO paspelleHmns He B3MMaeTCA.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

3.1. Y1patun cuny c 1 sHBapa 2024 roaa. - PegepanbHblit 3aKoH oT 27.12.2019 N 475-03.
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3.2. Jo 31 peKkabps 2025 roaa gonyckatoTcs BBO3 Ha TeppuToputo Poccuiickon deaepauum u
obpauweHme B Poccuitickoit depepaunm ¢ ydyeTom OCOBEHHOCTEM, yCTaHOBAEHHbIX [paBUTENbCTBOM
Poccuitickolt depepaumn, 3aperMcTpUpoBaHHbIX JIEKAPCTBEHHbLIX MpPenapaToB Aas MeaULMHCKOro
NPUMEHEHMA B YNaKOBKAaXx, NpeAHa3HaYeHHbIX 414 06palleHma B MHOCTPaHHbIX rOCyAapcTBax, B Cayvae
AedeKTypbl SIEKapCTBEHHbIX MNPENnapaToB WAW PUCKA ee BO3HWKHOBEHWS B CBA3W C BBEAEHMEM B
OTHoLWeHUKM Poccuinckoit ®epepaumm orpaHNYMUTENbHBIX MEP 3KOHOMMYECKOTO XapaKTepa Npu YyCAoBUK
COOTBETCTBMA BBO3MMbIX J1IEKAPCTBEHHbIX MNpenapaTtoB TpeboBaHMAM, YCTAHOBAEHHbIM MpPU  UX
perncTpaumuu, 3a UCKAoUYeHnem TpeboBaHWt K NepBMUYHON yNakoBKe, BTOPMUHON (NoTpebutenbckoi)
YNaKoOBKe, a TaKXe MpuM HaJMuMM Ha BTOPWUYHOM (NOTPebuTenbCKoW) ynaKoBKe JIeKAapCTBEHHbIX
npenapaToB, HAXOAALIMXCA B OOpalLEHUM, CaMOKNEALLENCA ITUKETKMU, coaepyKallen MHPopmaumio o
NIeKapCTBEHHOM NpenapaTe Ha PYCCKOM A3bIKe.

(yacTb 3.2 BBepeHa desepanbHbiM 3akoHOM OT 26.03.2022 N 64-d3; B pea. PeaepanbHbiX 3aKOHOB OT
19.12.2022 N 519-®3, o7 26.12.2024 N 494-d3)

3.3. Jonyckatotca BBO3 B Poccuiickyto degepaumto n obpaweHme B Poccuitickoit degepaumm ¢
y4yeTom ocobeHHoCTeN, YCTaHOBNEHHbIX MpaBUTENLCTBOM Poccuitckol depepaunn,
3aPErnCTPUPOBAHHbLIX  OPUTMHANbHbIX  OPdaHHbIX  JIEKAPCTBEHHbIX  npenapatoB  wn  (uan)
BbICOKOTEXHOJIOTMYHbIX /IEKAPCTBEHHbIX MPENapaToB AN MeAULMHCKOro MPUMEHEHMA B Te4yeHue
ABeHaguaTM MmecaueB nocne AaThl MX peructpauum B Poccuitckolt Pepepaumm B ynakoBKax,
npegHasHayeHHbIX AN 0b6palweHUs B MHOCTPAHHbIX rocyAapcTBax, MNpW YC/NIOBUM COOTBETCTBUA
BBO3MMbIX  JIEKAPCTBEHHbIX MPEnapaToB AAd  MeAUUMHCKOro  NpUMeHeHus  TpeboBaHUAM,
YCTQHOB/IEHHbIM MPU WX PETUCTPALUM, 33 UCKAOYEHMEeM TpeboBaHMN K MNepBMYHOM YMNAKOBKE,
BTOPMYHOM (MOTPEBUTENbCKOM) YNaKoBKe, U NMPU HaMYMK Ha BTOPUYHOM (NOTpebuTenbcKoi) ynakoske
NIeKapCTBEHHbIX NpenapaTtoB AJa MeAMUMHCKOTO MPUMEHEHMA, HaxogAawmxca B obpalieHun,
CaMoKneslenca 3TUKETKM, codeprkallen uHPopMauuilo O NIeKapCTBEHHOM npenapate A/
MeANLMHCKOIOo NPMMEHEHNA Ha PYCCKOM A3blKe. B OTHOLIEHMW JaHHbIX SIEKAapCTBEHHbIX NPENapaToB He
NPUMEHALOTCA MOJIOXKEHMA YacTn 7 cTaTbl 9 M yactelh 1 n 2 ctatbk 52.1 HactoAwero denepanbHOro
3aKoHa.

(yacTb 3.3 BBegeHa degepanbHbiM 3akoHOM OoT 30.01.2024 N 1-93)

4. B Poccuiickyto ®PegepalmMio MOMKHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYeCTBO KOTOPbIX
NnoATBEPXKAEHO  CcepTUPUMKATOM  NPOU3BOAUTENA  NIEKAPCTBEHHBIX CPEACTB,  YAOCTOBEPAOLLMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeACTB TPeboBAHMAM, YCTAHOBIEHHbIM MPU UX PerncTpaLmm
WAn NpoBeAeHUM NpoLeayp, CBA3aHHbIX C perncrpaumen.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

5. 3anpewaetca BBo3 B Poccuiickyto degepaumto ¢anbcubMLUMPOBaAHHbIX 1IEKAPCTBEHHbIX CPEACTB,
Hef06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAhAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. dPanbcnduuMpoBaHHbIE /IeKApPCTBEHHbIE CpPeacTBa, HeAobpPOKayecTBEHHble NeKapCTBEHHbIe
CPeACTBa NOA/EKaT U3BbATUIO U NOC/EAYIOWEMY YHUUTOXKEHUIO UK BbIBO3Y M3 Poccuiickon Pepepaumu,
KOHTpadaKTHble SIeKapCTBEHHbIE CPEACTBA - U3BATUIO U NOCIEAYIOLLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
uaM  BbiBO3 M3 Poccuiickoit  depepaumm  danbCUOUUMPOBAHHBLIX  JIEKAPCTBEHHbIX  CPEACTB,
HeL06pPOKAYECTBEHHbIX  /IEKAPCTBEHHbIX  CPeACTB, KOHTPAadaKTHbIX  /IEKAPCTBEHHbIX  CPEeACTB
OCYLLEeCTBNSAETCA 3@ CYeT /MU, OCYWECTBMBLIEro MX BBO3. [lOpAAOK YHUUTOMEHUA U3bATLIX
$anbCUPUUMPOBAHHBIX NEKAPCTBEHHbIX CPEACTB, HeA06POKAYeCTBEHHbIX NEeKApPCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX IeKapCTBEHHbIX CPEeACTB ycTaHaBAuBaeTca paButTenscTBom Poccuitickol degepaumm.
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

7. JNuua, ocywectBaswowme BBo3 B Poccuitickyio  depepaumio  GanbCUPULMPOBAHHbBIX
JNIEKapCTBEHHbIX  CpeacTB, HeaobpOKAyecTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTpAdaKTHbIX
JIeKapCTBEHHbIX CPeacTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitckoi
depepaunn.
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(B pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

8. BbIBO3 NeKapCTBEHHbIX cpeacTs U3 Poccuinckoit deaepaumm ocyLLEeCTBASETCA B COOTBETCTBUM C
akTamu, cocTtasaaiowmmmn npaso Coto3a, U (Uaun) 3akoHoaaTenbctBOomM Poccuiickon depepaumm o
rocyapCcTBEHHOM PEryaMpoBaHMMN BHELLHETOPrOBOMN AeATENbHOCTU.

(yacTb 8 B pea. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. BBoA, B rpa*kgaHCKMin ob60pOoT /IEKAPCTBEHHbIX NPENapaToB AN MeAUUMHCKOro NpumMeHeHus,
BBE3eHHbIX B Poccuitickyto Peaepaumto, ocyllecTsaserca ¢ cobniogeHmem TpeboBaHMM, YCTaHOBAEHHbIX
cTaTbel 52.1 HacTosAwero ®eagepanbHOro 3aKoHa.

(yacTb 9 BBEeAeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

KoHcynbTaHTlAOC: NpuMeyaHme.

Y. 10 cT. 47 He pacnpoCTpaHAETCA Ha CepPUMN NEKAPCTB A1A BETEPUHAPHOIO NPUMEHEHUA, BBEAEHHbIE
B rpakgaHckmin obopot go 01.09.2023, KoTopble noAjieskaT NPUMEHEHUIO 40 UCTEYEHMA CPOKa UX
rogHoctu (®3 o1 02.07.2021 N 317-93).

10. BBog, B rpakAaHCKMiA 060pOT NeKapCTBEHHbIX NPenapaToB AJ1A BETEPUHAPHOIO NPUMEHEHMUS,
BBE3EHHbIX (nepemelleHHbIX) B Pocculickylo depgepaumio, ocywectsnsetca ¢ cobaogeHnem
TpeboBaHUI, YCTAHOB/EHHbIX cTaTbel 52.2 HacToAwero PeaepasibHOro 3aKoHa.

(yacTb 10 BBeAeHa ®eaepanbHbiM 3aKoHOM oT 02.07.2021 N 317-d3)

Cratba 48. lOpuguueckMe nuua, KOTOpPbIM paspelleH BBO3 JIEKAapCTBEHHbIX CPeAcTB B
Poccuiickyio Pepepauuio
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyio Peaepaumio MoryT BBO3UTb:
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) nponssoauTenn NEKApPCTBEHHbLIX Cpeacts AON1Aa u,enel7| COBCTBEHHOrO npon3ssoAacTBa
NNeKapCTBEHHbIX CPeacTs;

2) MHOCTPaHHble pPa3paboTUMKM NEKAPCTBEHHbIX CPEACTB M WHOCTPAHHble MNPOU3BOAMTENU
JIeKapCTBEHHbIX CPEACTB UK ApYyrve 1pUanNYecKkme anLa no NopyyYeHnto pa3paboTyumKa 1eKapCcTBEHHOMO
cpeacTBa Ans pas3paboTKM JIEKAPCTBEHHbIX CPEACTB, MPOBEAEHWMA HAyYHbIX U WMHbIX UCCeA0BaHUM,
NPOBEAEHUA  KAMHUYECKMX  UCCNEAOBaHUM  NIEKApCTBEHHOTO  Mpenapata,  OCYLLeCTBAEHMUS
roCyfapCTBEHHOW  PerucTpaumm  WAM  perncTpaumm  JeKapCTBEHHOro  MpenapaTta,  BK/OYEHUS
dapmaueBTUYeCcKoi cybCTaHUMM B FOCYAApPCTBEHHbIN PEecTp /NEeKapCTBEHHbIX CPeACTB, KOHTpoOAA
KayecTBa JIeKapCTBEHHbIX CPEACTB MPU HaMYMK paspeLleHnsa YNoIHOMOYEHHOro dpeaepanbHOro opraHa
NCMNONHUTENbHOW BAACTU HA BBO3 KOHKPETHOW NapTUKM NEeKapCTBEHHbIX CPEACTB;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

3) opraHu13auuMmn ONTOBOM TOProB/AN EKAPCTBEHHbIMU CPeaCcTBaMU;

4) HaydyHble opraHmMsauuu, obpasoBaTesbHble OpraHWsauuMm  BbiCllero obpasoBaHus,
Npou3BOAUTENN JIEKAPCTBEHHbIX CPeACTB A1A Pa3paboTKM, uccienoBaHWM, KOHTpos 6e30nacHocTy,
KauyectBa, 3¢GPEeKTUBHOCTU JIEKAPCTBEHHbIX CPEeACTB NPYM HaANYyMKU paspelleHns YnoJHOMOYEHHOro
denepanbHOro opraHa UCNOIHUTENIbHOM BNACTY;

(B peq,. PenepanbHbix 3aKoHoB 0T 02.07.2013 N 185-3, o1 30.01.2024 N 1-03)

5) MeguuUMHCKMe opraHM3aLmm, MHble yKasaHHble B NyHKTax 1 - 4 HacToAwen CTaTbl OpraHM3aLmm
ONA OKasaHWA MeAMLMHCKOW MOMOLWM MO KU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTa npu
Ha/ UMM paspeLleHna YNnoAHOMOYEHHOro ¢deaepanbHOro opraHa WCMOMIHUTENbHOW BAAcTM Ha BBO3
KOHKPETHOM napTWM /IeKapCTBEHHOro npenapaTa, BblAAaHHOrO B YCTaHOB/AEHHOM nopaake B ¢dopme


https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100831
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100385
https://login.consultant.ru/link/?req=doc&base=LAW&n=482700&dst=100420
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100386
https://login.consultant.ru/link/?req=doc&base=LAW&n=312097&dst=100017
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&dst=100035
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&dst=100036
https://login.consultant.ru/link/?req=doc&base=LAW&n=389012&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100834
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100835
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100389
https://login.consultant.ru/link/?req=doc&base=LAW&n=479093&dst=101846
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100390
https://login.consultant.ru/link/?req=doc&base=LAW&n=397815&dst=100013

103

3NEeKTPOHHOTO AOKYMEHTa, NoANNCAaHHOIO YCUNEHHOW KBaAnPpUUMPOBaHHOW 3NEKTPOHHOM NOANUCH!IO;
(8 pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-93)

6) ytpatun cuny c 1 aueapa 2024 roga. - PegepanbHbiii 3aKoH 0T 27.12.2019 N 475-93.

7) nponsBoAMTENU MEAULIMHCKUX U3AENNI ANS Uenei NPpon3BOACTBa MEANLMHCKUX U3AENTUN.
(n. 7 BBepeH depepanbHbiM 3aKkoHoM oT 30.01.2024 N 1-93)

CtaTtbAa 49. [loKymeHTbI, NpeacTaBisemble B TAMOXXeHHble opraHbl Poccuiickoii deaepauum npu
BBO3e /IeKapCTBEHHbIX cpeacTs B Poccuiickyio ®eaepauumio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpun BBO3e NEKAPCTBEHHbIX CPeAcTB B Poccuitckyto Penepauuto B TAMOMKEHHble OpraHbl
Poccuiickoli ®epepaumm Hapagy C AOKYMEHTamMM, NpeacTaBAeHUE KOTOPbIX NPeAyCMOTPEHO aKTamM,
coctasasaowmmn npaso Cotosa, U (Man) 3akoHoZaTeNbCTBOM Poccuiickolt Pegepauymn o TaMoXKEHHOM
pPerynmpoBaHnn, NPeACTaBAAOTCA Ceaytolne JOKYMEHTbI B 3/IEKTPOHHOM dopme:

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

1) cepTnduKaT nNpomsBoaUTENA SIEKAPCTBEHHOTO CpeacTBa ANA BETEPUMHAPHOrO MPUMEHEHMUS,
YOOCTOBEPSAOWMIA  COOTBETCTBME  BBO3MMOIO  JIEKAPCTBEHHOIO CpPeAcTBa  ANA  BeTEPUHAPHOrO
npumeHexHmna TpeboBaHUaM dapMaKonelHoW cTaTbn NMBO B CayyYae ee OTCYTCTBMA HOPMATUBHOIO
JOOKYMEHT];

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2) paspeleHne ynosHOMOYEHHOro deaepasbHOro OpraHa MCMNOAHWTENbHOW BAACTM Ha BBO3
KOHKPETHON NapTUM /IeKapCTBEHHOrO CPeACcTBa B C/y4asX, YCTaHOB/NEHHbIX 4acTblo 3 cTaTbu 47
HacToAwero ®PeaepasbHOro 3aKoHa.

2. [JoKymeHTbl, yKa3aHHble B NyHKTax 1 M 2 yactm 1 HacToAlel cTaTbW, NPeacTaBNAlOTCA B
TaMOMKeHHble opraHbl Poccuiickoit ®egepaummn Npu NpUbbLITUMN IEKAaPCTBEHHbIX CPEACTB B PoCCUICKYIO
depepaumio.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 neKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio AnA AUYHOro
WUCMONb30BaHMA U UHbIX HEKOMMEpPYECKUX Lesiel, a TaKXKe AAA UCNO/Nb30BaHUA HA TeppuTOopUM
MeXAyHapoAHOro MmeauLMHCKOro Kaacrepa
(B pen,. PegepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, oT 29.06.2015 N 160-P3)

1. JlekapcTBeHHble npenapatbl MoryT 6biTb BBE3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpesyCMOTPEHHbIX YacTamu 1 - 4 ctaTtbn 47, ctatbamn 48 u 49 HacToswwero PenepanbHOro
3aKOHa, ec/I1 OHW NpeaHasHayeHbl gAA:

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) NMYHOrO MCNONb30BAHUA GU3MYECKMMM AuLAMKM, NpUBbLIBLMMK B Poccuiickyio depepaumio.
Mpu 3Tom BBO3 B Poccuiickylo deaepaumio  NEKAPCTBEHHbIX MPenapaTtos, COAEeprKalimx
cunbHodencTByOWME M (MNM) AO0BUTbIE BELLECTBA, BKAOYEHHblE COOTBETCTBEHHO B CMWCOK
CUNbHOAENCTBYIOWMX BELLECTB ANA Lienell YyroNoBHOro 3akoHoaaTenbcTsa Poccuitickont degepaumm n B
CMUCOK AOOBWUTbLIX BELEeCTB 414 Lefeil YrofoBHOrO 3aKoHogaTenbcTBa Poccuiickoit depepaumm,
yTBepKAaeHHble Mpasutenbctsom Poccuiickoit deaepalmm, ocyWweCcTBAAETCA NPU HAIMYNUN JOKYMEHTOB
(3aBepeHHbIX KONWUIN JOKYMEHTOB WMIM 3aBEPEHHbLIX BbIMMCOK M3 HUX), NOATBEPKAAIOLWMNX Ha3HaYeHue
dU3MYECKOMY /MUY YKA3aHHbIX JIEKAPCTBEHHbIX NPenapaToB (33 MWCK/AOYEHMEM JIeKAapPCTBEHHbIX
npenapaTtoB, 3aperncTpuMpoBaHHbiX B Poccuiickoii ®degepauym AnMB0O  3aperucTpUpPOBAHHBLIX B
COOTBETCTBUM C aKTaMu, cocTaBastowMmMM npaBo Coto3a, n oTrnycKaemblx B Poccuiickoint depepaunmn bes
peuenTa Ha NeKapCTBEHHbIM npenapart). MoaTBepKAatoWmMe AOKYMEHTbI (MX 3aBepeHHble Konuu uau
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3aBepEeHHble BbLIMUCKM M3 HUX) OO/MKHbI COAEpXKaTb CBEAEHUS O HAMMEHOBAHWW M KOo/AWYecTBe
Ha3HAYeHHOro NeKapCTBEHHOro mnpenapata. B ciayyae, ecan nopareepxpatowime AOKYMeEHTbl  (MX
3aBepeHHble KOMUW WM 3aBEPEHHbIe BbIMUCKM U3 HWUX) COCTaBAEHbl HAa MHOCTPAHHOM A3bIKE, K HUM
npwWNaraeTcs HOTapuabHO 3aBEPEHHbIN NepeBO, Ha PYCCKUIA A3bIK;

(B peq. PepepanbHbix 3aKkoHOB 0T 02.06.2016 N 163-$3, o1 30.01.2024 N 1-03)

2) ucnonb3oBaHMA PabOTHMKaMWM  AUNIOMATUYECKOro Kopnyca WAM  npeacTaBUTENsMU
MeXAyHapoaHbIX OpraHM3aLnii, akkpeauToBaHHbIX B Poccuitckoin ®epepaumu;

3) nevyeHUss NAcCa’KMPOB U UYNEHOB 3KMMaXKen TPaHCMOPTHbIX CPeAcTB, noesdHbix bpurag u
BOAMTENEN TPaHCNOPTHbIX CPpeacTs, NpmbbiBWNX B Poccuiickyio ®eaepaumio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMa YYacCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPONPUATUI U YY4ACTHUKOB
MeXKAYHaPOAHbIX 3KCNeauUnNit;

5) JneyeHMA KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300Cajax, UMpKax, OKeaHapuymax,
aenbPuHapumax, NeYeHua AUKUX MKUBOTHbIX, MOCTOSSHHO W/IM BPEMEHHO HacCeNsWmnx TEPPUTOPUID
Poccuiickoii degepaumnm, HaxoAsWMXCA B COCTOSSHMM €CTECTBEHHOM CBOOOAbI M MPUHAANEXKALWMX K
BMAAM, 3aHeceHHbIM B KpacHyo KHUry Poccuiickon depepaumm u (Man) KpacHble KHUMM cybbeKkTos
Poccuitckolt ®epepaumm, a TakkKe KUMBOTHbIX, BBO3MMbIX B Poccuitickyto deaepauuto gas yyactma B
CMOPTUBHbIX U 3PEJINLLHBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, o1 02.08.2019 N 297-3)

6) UICNOIb30BaHUSA Ha TEPPUTOPUN MEKAYHAPOLHOTO MEANLMHCKOTO KaacTepa.
(n. 6 BBegeH ®epepanbHbiM 3akoHOM oT 29.06.2015 N 160-d3)

2. B cnyuasx, npeaycMoOTpPeHHbIX YacTbio 1 HacToslen cTaTbM, AONyCKaeTca BBO3 B Poccuiickyto
depnepaunio neKapcTBEHHbIX NpenapaTos, He 3aperncTpMpoBaHHbIX B Poccuiickon ®egepaumm nnbo He
3apPerncTPUPOBaHHbIX B COOTBETCTBMM C aKTaMM, COCTaBAAOWMMM NpaBo Coto3a.

(B pen. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, ot 30.01.2024 N 1-03)

3. lekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble ANA r'yMaHUTapHOW NOMOLLM (coaencTeuma) unm
MoOMOLLM NpPW 4YpesBbl4alHbIX CUTyaumsax, BBo3ATcA B Poccuitckyto ®Pegepaumto B  NOpALKe,
ycTaHoBneHHom [pasutensctBom Poccuitickoit ®epgepaumn. 3anpeltaetca BBo3 B Poccuiickyto
depepaunio  He3aperuMcTPMpOBAHHBLIX  JIEKAPCTBEHHbIX  MNpenapaTtoB, NpegHasHayeHHbIX  AAA
rYMaHUTAPHOM NOMOLLM (COAENCTBUA) MAN MOMOLLM NPU Ype3BbIYaMHbIX CUTYaLUAX.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Cratba 51. CoTpyaHuuectBO  ¢deaepanbHOro  OpraHa  WUCMNONHUTENbHOM  BAacTw,
ocyuwecTeasnowero GyHKUMM Mo KOHTPOAO U HaA30py B 06/1acTU TaMOMKEHHOro Aena, U Apyrux
YNOJIHOMOYEHHbIX peaepanbHbIX OPraHoB UCNOJHUTENBbHOW BAcTH
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

1. YnonHomodeHHble ¢eaepanbHble OpraHbl WCMOAHUTENIbHON BAacTU MNPeaoCTaBAAlOT B
pacnopsaxeHve denepanbHOro opraHa MCMOMHUTENbHOW BAACTU, ocyllecTsaaolero ¢GyHKUUKM Mo
KOHTPOMO M Hagsopy B 061aCTM TaMOMKEHHOro nefa, rocyAapCTBEHHbIM peecTp /NeKapCTBEHHbIX
CpeAcTB, a TakXe UHOOpPMaLMIO O BblAAHHbBIX Pa3pPelleHUsAX Ha BBO3 KOHKPETHOW MapTuu
NIeKapCTBEHHbIX CPeAcTB B C/yYasX, YCTaHOB/EHHbIX YacTbio 3 cTaTbl 47 Hactosuwero deaepanbHoro
3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2. depepanbHbI OpraH UCNOJIHUTENbHOW BAACTW, OCYLLECTBAAIOWMM GYHKLMU MO KOHTPOJIO U
Hag3opy B 06/1aCTM TaMOXEHHOTO Aena, MHPOPMMPYET YKasaHHble B 4YacTM 1 HacToAWen cTaTbu
ynoaHomoueHHble deaepanbHble opraHbl UCNOMHUTENBHOM BAACTU O BBO3€ JIEKAPCTBEHHbIX CPeAcTs B


https://login.consultant.ru/link/?req=doc&base=LAW&n=198848&dst=100008
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100397
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100845
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100846
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&dst=100074
https://login.consultant.ru/link/?req=doc&base=LAW&n=330122&dst=100194
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100847
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100398
https://login.consultant.ru/link/?req=doc&base=LAW&n=499344&dst=100008
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100848
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100400
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&dst=100401

105

Poccuinckyto ®egepaLmio 1 BbiBO3e SIEKAPCTBEHHbIX cpeacTB u3 Poccuiickon ®egepaumm no ¢opme 1 B
nopsake, KoTopble ycTaHoB/EHbI MpaButensctBom Poccuiickon deaepaumm.
(B pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, o1 30.01.2024 N 1-93)

Fnasa 10. PAPMALLEEBTUYECKAA AEATE/IbHOCTDb
CraTtbsa 52. OcyuwiectBneHne papmau,eBTUHECKON AeATeNbHOCTU

1. dapmaueBTMYecKas [eATeNbHOCTb OCYLLECTBAAETCA OpPraHU3auMAMM ONTOBOM TOProBau
NIeKapCTBEHHbIMM  CPeACTBaMM,  aNTeYHbIMW  OpraHM3auMAMM,  BETEPUMHAPHLIMW  ANTEeYHbIMMU
OpraHusaumMaAMK,  UHOMBUAYANbHBIMW  MPeAnpUHUMATENAMM,  UMEIOWMMU  JIMLUEH3UKD  Ha
bapmMaLLeBTUUECKYIO [EeATEeNIbHOCTb, MEOULMHCKUMW OpPraHmM3aumaMn, UMELWUMN ANLEH3UIO HA
dbapmaLLeBTMUECKYIO AeATeNbHOCTb, U UX 0H60COBAEHHBIMM NOAPA3LAENEHUAMM, PACMNONOMKEHHBIMU B
CeNbCKUX HACENIEHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHM3aumu, U BeTEpPUHAPHbIMU
OpPraHM3auMAMK, UMEIOLLMMU TNLLEH3UIO HA papMaLEBTUYECKYIO AeATEIbHOCTD.

(8 pea. PegepanbHbix 3akoHoB oT 25.11.2013 N 317-93, o1 08.08.2024 N 323-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Y. 2 cT. 52 (B pea. ®3 o1 28.04.2023 N 149-d3) B yacTu akKpegUTaLMK CNELMaNUCTOB C BbICLLMM WU
CpefHWM BeTepuHapHbIM 06pa3oBaHMEM, OCYLLECTBAAIOWMX GapMALLEBTUYECKYIO AeATEeNbHOCTD,
npumeHseTtcsa ¢ 01.03.2026. CepTudumKaTbl TaKMM MLam BblgatoTca no 28.02.2026 n gencTBytoT He
6onee 5 ner.

2. dusnyeckme AMUA MOTYT OCYLEecTBAATb (papMaLLeBTUYECKYIO AEATENbHOCTb MPU Hanuumm
BbICLLErO WAN cpegHero ¢apmaueBTnyeckoro obpasoBaHuAa M cepTuduKaTa cneumanucra ambo
NPOMAEHHOM aKKpeauTauMu crneumanncta, BbICLLEro MAUM CpefHero BeTepuHapHoro obpasoBaHuA U
cepTudMKaTa crneymanmcta AMbo NpPorAeHHOW aKKpeauUTaLMW CNeLManncTa, a TaKKe BbICLIEro WM
cpefHero MeaMUMHCKOro 06pasoBaHus, cepTUdMKaTa cneumanncta AMbo NPonaeHHOW akKpeguTaumm
cneumanncTa U AONOAHUTENBHOrO NPodeccMoHaNbHOro 0bpas3oBaHMA B 4YacTM PO3HWYHOW TOProBAM
JIeKAPCTBEHHbIMM NpenapaTaMun A8 MEeAMUMHCKOTO MNPUMEHEHUs NpU YyCNoBUM UX paboTbl B
060Cc06./1eHHbIX NOAPaA3LENEHUAX MeAMLIMHCKUX OPraHU3aLMi, yKa3aHHbIX B YacTh 1 HAacToALWEN CTaTbM.
(yacTb 2 B peq. denepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTIAOC: npuMmeyaHue.

JlekapcTBeHHble npenapaTtbl 414 MeAULMHCKOrO NPUMEHEHUA, BBEAEHHbIE B MPa*KAaHCKUM obopoT
00 29.11.2019, nognexkaT xpaHeHuto, NepeBO3Ke, OTMYCKY, peannsaunm, nepesade, npMMeHeHno 40
ncTeyeHmna cpoka ux rogHoctn (®3 ot 28.11.2018 N 449-3).

Cratba 52.1. BBog B rpa’KAaHCKMU 060pPOT /NIeKApPCTBEHHbIX CPeAcCTB ANA MeAULUHCKOro
npuMmeHeHusn
(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-3)

(sBepeHa desepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. MNepea BBOAOM B rpaxKAaHCKMA 060POT KaKAoW CepUM UAW KaXKaoM NapTUKN NPOU3BEAEHHOro B
Poccuiickolt  depepaumu  IeKapcTBEHHOro npenapata A4S MeAMLUMHCKOrO MpUMEHeHus, 3a
UCK/IIOYEHNEM  MMMYHOBMOMIOTMYECKMX  NIEKAPCTBEHHbLIX  MPEnapaToB, MPOU3BOAUTENb  TaKOro
NeKapCTBEHHOrO Mpenapata nNpeacTaBAseT B 3/EKTPOHHOM ¢opme B  depepanbHbli  opraH
WCMONHUTENbHOW  B/IAaCTW, OCYLLECTBAAIOWMI  OYHKUMM MO  KOHTPOJIIO W Hagsopy B cdepe
34,0aBOOXPaAHEHMS, AOKYMEHT NPOM3BOAUTENSA SIEKAPCTBEHHOTO CPEACTBA, NOATBEPKAAOLWMIA KauecTBo
NleKapCcTBEHHOrO  npenapaTta, W MNOATBEP)KAEHMWE  YMNOJHOMOYEHHOTO /Mua  MpPoU3BOAUTENS
NeKapCTBEHHbIX CPeACTB COOTBETCTBMA IEKAPCTBEHHOMO NpenapaTta TpeboBaHWAM, YCTaHOBEHHbIM MpK
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ero perucrpauuu.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1.1. Mepean BBOAOM B rpa*kAaHCKUN 060OPOT KaxKaol CEPUMN UK KaxKaAOW NapTMM NpousBeaeHHOM
B Poccuitckoit Pepepaunn papmaueBTUHECKON CyOCTaHUMM MPOU3BOAUTENIb TAKOMO JIEKAPCTBEHHOIO
CpeAcTBa NpPeAcTaB/AeT B 3/1EKTPOHHOW ¢opme B defepasibHbiit OpraH MCAOAHUTENbHOW BAACTU,
oCywWecTBAAWMA  GYHKUMM MO KOHTPOAO W Haa3opy B chepe 34paBOOXPAHEHUA, AOKYMEHT
npou3BOAUTENA NIEKAPCTBEHHOFO CPeACTBa, MOATBEPKAAMOWMIA  KavyecTBO  papmaueBTUYECKOMN
cyb6CTaHUMN, U AOKYMEHT, NOATBEPKAAOLWMI COOTBETCTBME NEKAPCTBEHHOIO cpeacTBa TPeboBaHUAM,
YCTQHOBNEHHbIM MPW  €ro roCyZapCTBEHHOW PErncTpauumn uaM  peructpaumm, n  odOpPMNEHHbIN
YNOJAHOMOYEHHbIM JIMLOM NPOU3BOANUTENA IEKAPCTBEHHbIX CPEACTB.
(yacTb 1.1 BBeaeHa DeaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

2. MNepen BBOAOM B rpakAaHCKMA 0BOPOT KaxKAoW CEPUUM MM KarKOoW MapTMM BBO3MMOIO B
Poccuiickyto  ®depgepaumio  NeKapCcTBEHHOro npenapata 444 MeAUUMHCKOTO NpPUMEHeHus, 3a
WCKNIOYEHNEM MMMYHOBMONOrMYECKUX NIEeKAPCTBEHHbIX NpenapaToB, opraHM3auuma, OcCyLLecTBAsoWan
BBO3 JIEKAPCTBEHHOIO MpenapaTta B Poccuickyto Pepepaumnio, NpeacTaBaseT B 31EeKTPOHHON dopme B
denepanbHbIi OpraH UCMOMIHUTEIbHOM BNACTU, OCYLLECTBAAOWMNI QYHKLNM NO KOHTPOJIO M Hag30py B
chepe 34paBOOXpaHEHMA, AOKYMEHT NPOM3BOAMTENA JIEKAPCTBEHHOrO CpPeAacTBa, MOATBEPrKAAOLWMI
KayecTBO  JIeKApCTBEHHOro npenapata, W  NOATBepXAeHWe nNpeactaBuTend  opraHusauumm,
OCYLLECTBAAIOLWLEN BBO3 NEKAPCTBEHHOrO npenapata B Poccuiickyio depepaunio M ynoAHOMOYEHHOM
MHOCTPaHHbIM NPOU3BOAMTENEM JIEKAPCTBEHHbIX CPeacTB, COOTBETCTBMA BBO3MMOIO J1€KAapCTBEHHOro
npenaparta TpeboBaHNAM, YCTaHOB/IEHHbIM NPU €ro PerncTpaLmu.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2.1. Mepes BBOAOM B rparKAaHCKMN 0OOPOT KaxKAON CEPUM WU KaKLoM MapTUM BBO3MMOW B
Poccuiickyto Pepepaumio papmaneBTUHECKOM CYyOCTAHLLMM OPraHM3aLmsa, OCYLLECTBAAIOLLANA BBO3 TaKOrO
JleKapcTBeHHOro cpeactsa B Poccuitckyto depepaumio, npeactaBaseT B 31eKTPOHHOM ¢dopme B
depepanbHbI opraH UCNOAHUTENBHOW BAACTW, OCYLLECTBAAIOWMA GYHKLMN MO KOHTPOIO U HaZ30py B
chepe 34paBOOXpaHEHUA, AOKYMEHT NPOM3BOAMTENA NIEKAPCTBEHHOrO CpeacTBa, NOATBEPKAAOLLNIMA
KayecTBo $papmaLLeBTUYECKOW CyOCTaHLMN.

(yacTb 2.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

3. NopAaaok npeacTaBneHnA B cooTeBeTcTBMM € 4Yactamm 1, 1.1, 2 n 2.1 HacToAwen cTaTbu
OOKYMEHTOB W CBeAEeHMA O NEeKapCTBEHHbIX CPeAcTBaX, BBOAUMbLIX B FpagaHcKui obopor,
ycTaHaBnmBaetca MNpasutennctsom Poccuiickon degepaumm.

(yacTb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. B OTHOWEHWW NepBbIX TPEX CEPUA MWW NapPTUIN NIEKApPCTBEHHOrO npenapaTa, BhepBble
npoussBeaeHHoro B Poccuiickoi ®egepaunm uam Bnepsble BBO3MMOro B Poccuiickyio Peaepaumio (bes
yyeTa [O3MPOBKM) B pPaMKax OAHOIO PerucTpaLMoHHOro yaocToBepeHus, B ¢enepasbHblii opraH
MCMONHUTENBHOW BAIACTW, OCYLLECTBAAIOWMIA  OGYHKUMM MO  KOHTPOAIO W Hagsopy B coepe
34paBOOXPaHEHMSA, AOMNOJAHUTENBHO NPEACTABAAECTCA NMPOTOKOA MUCMbITaHMI O COOTBETCTBUM CEPUMN UK
NapTMM NeKapCTBEHHOro npenapata A48 MegMUMHCKOrO MNpUMEHeHWAa MNoKasaTeNaM KayecTsa,
npeaycMOTPeHHbIM HOPMAaTMBHOM [AOKYMeHTauuen, wam TpeboBaHMAM, YCTAHOBAEHHbIM NpuU
perncTpauumn B COOTBETCTBMM C aKTamMM, COCTaBAAWMMM nNpaso Coto3a (aanee - NPOTOKOA UCMbITaHWI),
NPOBOAMMbBIX aKKPeAUTOBAHHbLIMW B COOTBETCTBMM C 3aKOoHOAaTenbcTBom Poccuiickoli deaepauumn o6
aKkpeguTauMM B HaUMOHANbHOM CcUCTEME aKKpeauTauun denepanbHbIMU  rOCYAapPCTBEHHbIMM
6104 KETHBIMUN YUpPEXAEHMAMM, NOABEAOMCTBEHHbIMU deaepanbHOMY OpraHy UCNOJHUTEIbHOM BNacTH,
ocyuwiecTeastolwemMy GyHKUUN No BbipaboTKe 1 peanmsaumm rocyaapcTBeHHOM NOAUTUKM U HOPMATUBHO-
NpaBoBOMY PEryaMpoBaHuio B chepe 3a4paBooXpaHeHus, U deaepanbHOMY OpraHy WMCNOHUTENbHOM
B/J1aCTW, OCYLLECTBAAOLEMY GYHKLMM NO KOHTPOJIIO U HAA30pY B chepe 34paBooxpaHeHus. [onyckaeTcs
npeacraB/ieHe MPOTOKO/A WCMbITaHWI, NPOBEAEHHbIX C MCMO/Jb30BaHNEM CPEACTB AMCTaHUMOHHOTO
B3aumozencTemns. MopsaaoK BblgauM yKasaHHbIMU ¢desepasbHbIMM FoCyAapCTBEHHbIMU BIOAKETHBIMU
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yUYpeXKaeHUsMM OaHHOrO MNpOTOKo/a M pa3mep nNnaThl 3a €ro Bblgadyy YycTaHaBAMBalOTCA
MpaBuTensctBom Poccuiickoli deaepaumu.
(8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.1. NpepactaBneHne NPOTOKONA UCNbITAHUI [ONYCKAETCA TO/IbKO B OTHOLUEHUW NEPBON CEPUM UK
nepBoi NapTUM IeKaPCTBEHHOIO NpenapaTa, Bnepsble NpousseaeHHOro B Poccuiickon ®egepaumm nam
BrnepBble BBO3MMOro B Poccuiickyio degepaumio (3a MCKAOYEHMEM JIeKApPCTBEHHbIX MPenapaTtos,
YKa3aHHbIX B YacTax 4.2 1 4.3 HacToALen cTaTbM), B C/lyYae NpeocTaB/eHns cBeAeHUiA 0 AaTe BblAauun u
perncTtpaumMoHHOM HOMepe 3aK/JIYeHUA COOTBETCTBMA MPOM3BOACTBA JIEKAPCTBEHHbLIX CpPeacTB
TpeboBaHMAM MNpaBUA HagaerKalleld NPOU3BOACTBEHHOW MPAKTUKK, BbIAAHHOIMO YMNOJHOMOYEHHbLIM
depepanbHbIM OpPraHOM MWCMOJIHUTENBHOM BANacTU, uUan ceptudmKaTa COOTBETCTBMA NPOM3BOACTBA
JIEKapCTBEHHbIX CpeacTB TpeboBaHWAM MNpaBuUA  HagNexalen MPOU3BOACTBEHHOM NPAKTUKK
EBpPa3sMMCKOro 3KOHOMWYECKOrO COH3a, BblAAHHOMO YMNOJIHOMOYEHHbIM OPraHOM rocyAapcTBa - YieHa
EBpa3suICKOro  3KOHOMMWYECKOrO  COlo3a, B  OTHOLIEHUMU NpPOM3BOACTBEHHOM NAOLWaAKM
(NnponsBoACTBEHHbIX NAOLWAAO0K), OCYLLECTBAAIOWLEN NPON3BOACTBO FOTOBOM /IeKapCTBEHHOW GOopMbl U
BbIMYCKAIOLWMIA KOHTPO/Ib KayecTBa /IEKAPCTBEHHOrO Npenaparta, Npu yCnoBUU OTCYTCTBMA B TeYeHUe
Tpex NeT, NpeALecTBYOWMNX AaTe BblAa4M NPOTOKONAA UCMbITaHWUI, C/Iy4aeB BbiBNEHMA HECOOTBETCTBMA
YCTQHOB/IEHHbIM TPeboBaHMAM KayecTBa JIEKAPCTBEHHbIX CPeAcTB, WHOOPMAUMs O KOTOPbIX
onybiMKoBaHa Ha cante peaepanbHOro opraHa UCNOJHUTENbHON BNACTWU, OCYLLECTBAAOWEro GyHKUUK
Mo KOHTPOJIIO U Haa30py B chepe 34paBOOXPaHEHMA, B OTHOLEHMN BCEX NPOM3BOACTBEHHbIX NIOLWAA0K,
OCYLLECTBNAIOLWMX MPOU3BOACTBO JIEKAPCTBEHHOIO MnpenapaTa W BbIMYCKAIOWMIA KOHTPO/Ib KayecTsa
JleKapCTBEHHOro npenapaTa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

4.2. He Tpebyetcs npeacraB/ieHWe MNPOTOKOJIa MUCMbITaHWUM, yKasaHHoOro B Yactv 4 wam 4.1
HACToAILLEN CTaTbM, B OTHOWEHMWU OPGAHHbLIX NEKAPCTBEHHbIX MPENapPaToB, BbICOKOTEXHOAOMMYHbIX
JIeKapCTBEHHbIX NPenapaToB, NOJYYEHHbIX U3 BMOIOrMYEecKoro maTepuana onpeaeneHHoOro YesoBeKka u
npeAHa3Ha4YeHHbIX A1 NPUMEHEHUA STOMY XKe YEI0BEKY.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

4.3. B OTHOLWEHMN OAHOMN CEPUUN WUAN OOHOM NAPTUM BbICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO
npenapaTta (3a WMCKAKOYEHMEM BbICOKOTEXHOMOMMUYHbIX NEKAPCTBEHHbIX MNPEenapaToB, MOJIYYEHHbIX W3
6uoIorMyeckoro matepmana onpeneneHHoOro YesoBeka U npeaHasHayeHHbIX A1A NPUMEHEHUs 3Tomy
)K€ 4YesioBeKy), BMepBble npousBegeHHoro B Poccuiickon depepaunun uam Bnepeble BBO3UMOTO B
Poccuiickyto depepaunto, NpeacTaBaAeTCA NMPOTOKOA WCMbITAHUIA, NPOBeAEHHbIX C MCNO/b30BaHMEM
CpPeACTB AUCTAHUMOHHOIO B3aMMOLENCTBUA B TEYEHME NEPBbLIX TPEX NET NOC/e BBOAA TaKOro npenapaTa
B rpa*kaaHCcKunin obopor.

(yacTb 4.3 BBegeHa degepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

5. ExxerogHo He no3gHee 1 anpens NpoM3BOAUTENMN JIEKAPCTBEHHbIX CPEACTB AW OpraHu3aumu,
OCYLLEeCTBAAOLWME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuiickyto Pepepaumio, npencrtaBaaoT B
denepanbHbIi OpraH UCNOAHUTEIbHON BAACTU, OCYLLECTBAAIOWMIA GYHKLMU NO KOHTPOO U Haa3opy B
chepe 34paBOOXpPaHEHWA, MNPOTOKOA WCMbITAHWUA NOCTYNUBLUErO B TeYEHWE MpesLlecTBYOLLEero
KaNeHOapHOro roaa B rpaykAaHCKMIA 060pOT NEKAPCTBEHHOIO NpenapaTa COrnacHoO PerncTpaLMoHHoOMY
YA0CTOBEPEHMUIO (HA OAHY CEPUIO TOPrOBOTO HaMMEHOBAHMUA C YY4ETOM JIeKAapCTBEHHOM GOopMbl OAHOW
O03VPOBKK), MPOBOAMMbBIX aKKPeAMTOBAaHHbIMU B COOTBETCTBUM C 3aKOHOAATENbCTBOM POCCMICKOM
depepaunmn 06 aKKpeguTaUMM B  HAUMOHA/NbHOM CUCTEME aKKpPeaUTauMW  UCMbITaTeIbHbIMU
nabopatopuamm (ueHTpamu). MNpeactaBieHne NPOTOKOA UCMbITAHUA, NPesyCMOTPEHHOIO HacToALEen
YacTblo, B OTHOLIEHUW JIEKAPCTBEHHbIX MPEnapaToB, YKasaHHbIX B 4acTM 4.2 HacToAWEeWN cTaTbh,
OOMYCKaeTca o4MH pas B TPU roAa Npu yCA0BUMM UX BBOZA B rparkaaHCKuin oboport. Mpu npeacrasneHmnm
NPOTOKO/1a UCMbITaHUI, NPeAyCMOTPEHHOro YacTammn 4 u 4.1 HacToALlel cTaTbm, B dpeaepanbHblit opraH
WCMO/IHUTENIbHOM  BAAaCTW, OCyWecTBAAWMA  GYHKUMM NO KOHTPOAKO W  Haasopy B coepe
3/ paBOOXPAHEHMA, MPOTOKOJ MCMbITaHUI, NPeayCMOTPEHHbIN HACTOALWEN YacTblo, B YKa3aHHbIA opraH
He npeacTaBAAeTcA.
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(yacTb 5 B peq,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

5.1. MNpounsBoguTenu NeKapcTBEHHbIX CPeACTB WM OpraHM3auuu, OCYLEecTBAAIOWMEe BBO3 B
Poccuitickyto ®Pepepaumio BbICOKOTEXHONOMMYHbBIX NEKAPCTBEHHbIX MPENnapaToB, BMECTO MNPOTOKOAA
WCNbITAHUIN, NPeAYyCMOTPEHHOrO YacTbio 5 HacToALWEeNn cTaTbW, BNpaBe NpeactasuTb B peaepanbHbIi
OpraH MWCMNONHWUTENbHON BAACTWU, OCYLLECTBAAIOWMIA GYHKUMM MO KOHTPOAKO WM Hapsopy B cohepe
3[paBOOXPaHEHMUA, CBEAEHUA O JaTe M PerucTpauMoHHOM HOMEpPE 3aK/JYEHUA O COOTBETCTBUMU
npou3BOAUTENA NEKAPCTBEHHbIX CPeAcTB TpPeboBaHMAM MpPaBWA HagaeXKalleh Npou3BOACTBEHHOM
NPaKTUKN an cepTudmKaTa COOTBETCTBUA NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB TPEOOBaHMAM MPaBUA
Hag/eXKalleir NpPoOU3BOACTBEHHOM MPaKTUKM EBPA3MICKOTO 3KOHOMMYECKOTO COH33d, BbIGAHHOTO
YNOJAHOMOYEHHbIM OPraHOM rocyZapcTBa - uYneHa EBpPasMMCKOro 3KOHOMMYECKOro cow3a, AnA
NPOW3BOACTBEHHON MIOWAAKN (NPOU3BOACTBEHHbIX NAOWAA0K), OCYLLECTBAAIOLWEN MPOM3BOLACTBO
roTOBOM NIeKapcTBEHHOM GOPMbI 1 BbINYCKAOLWMIN KOHTPO/Ib Ka4ecTBa JIEKapPCTBEHHOMO Npenapara.
(yacTb 5.1 BBeaeHa deaepanbHbiM 3akoHoM oT 30.01.2024 N 1-$3)

6. [Mpou3BOAUTENN NEKAPCTBEHHbIX CPEACTB WM OpraHu3aumMu, OCyLLECTBAAOWME BBO3
JIeKapCTBEHHbIX NpenapaToB B Poccuiickyo degepauuto, He MeHee YeM 3a OAMH rof A0 NAaHUPYEMbIX
NPUOCTAHOB/IEHMA WM MNPEKPALLEHUA MPOU3BOACTBA /NIEKAPCTBEHHbIX MpenapaToB WM MX BBO3a B
Poccuiickylo ®depepaumio yBegoMAKT 006 3TOM B 3/IEKTPOHHOMW ¢opme deaepanbHbli opraH
WCMOJIHUTE/IbHOM  BAAaCTW, OCYyLIEeCTBAAOWMA  GYHKUMM NO KOHTPOAK W  Haasopy B coepe
34paBoOOXpaHeHns M deaepasnbHblt OpraH MCNOJHUTENbHOW BAACTM, OCYLLECTBAAIOWMIA YHKUUKN MO
JIMLLEH3UPOBAHMIO NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

7. BBOA, B rpa)kgaHCKUIA 0BOPOT KaXKAON CEpUN UMW KaKAOoM MapTMM MMMYHOBMONOrMYyeckoro
JIeKapCTBEHHOrO NpenapaTa, npousseaeHHOro B Poccuiickon ®eaepaLumm nav BBO3MMOro B Poccuiickyto
depepaumio, OCyWECTBAAETCA Ha OCHOBAHMM paspelleHuns, BblAaHHOTO ¢eaepasibHbIM OpPraHoOM
WCNONHUTENbHOM  BNACTW, OCYLLECTBAAOWMM GYHKUMM NO  KOHTPOIO WM  Hag3opy B chepe
3/1paBOOXPAHEHMNA, Ha OCHOBAHWW BblAAHHOrO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU BHOAMKETHBIMMU
YUPEKAEHMAMM, YKa3aHHbIMM B YaCTM 4 HACTOALLEN CTaTbW, 3aKAHOYEHUS O COOTBETCTBUM CEPUN UK
napTMM MMMYHOOWOIOrMYECKOrO NEKAaPCTBEHHOMO npenaparta TpeboBaHUAM, YCTAaHOBAEHHbIM MPU €ro
rocyapcTBeHHOM pernctpaumu. Mopaaok BblAaum paspelleHns Ha BBOJ, B rpakaaHCKMIA 060poT cepum
UAN  NapTMM  MMMYHOOMOIOTMYECKOrO NEKAPCTBEHHOTO MpenapaTa, a TaKXKe MopsdoK  Bblgauu
YKa3aHHOro 3aK/Ato4eHMAa M pasMep NAaTthl 3a €ro Bblgayy YcTaHasauBatoTca [1paBUTENbCTBOM
Poccuiickoin Pepepaumnn.

7.1. ®opma 1 NnopAAOK NpoBeAEeHUA UCMbITaHWUI, YKa3aHHbIX B YacTax 4, 4.1, 4.3 n 5 HacToawen
CTaTbM, B TOM YnUC/e C UCMOIb30BaHMEM CPeACTB AUCTAaHUMOHHOIO B3aMMOAENCTBUA, YCTaHABANBAIOTCA
MpasuTensctBom Poccuiickoit ®epepaumm.

(yactb 7.1 BBepgeHa degepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

8. 3a HenpeacTaB/feHWE WAW HECBOEBPEMEHHOe npeacTaB/ieHMe [OOKYMEHTOB M CBegeHuM,
npeaycMoTpeHHbIXx Yactamm 1, 2, 4, 4.1, 4.3, 5, 5.1 n 6 HactoAwen cTaTbu, NPOM3BOAUTENU
NIEKapCTBEHHbIX CPeACTB W OpraHM3auum, OCYLLEeCTBAANOWME BBO3 JIEKAPCTBEHHbLIX MNpPenapatos B
Poccuiickyto degepaunto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoi
depgepaunn.

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-3)

9. MNpeAcTaBneHNE AOKYMEHTOB W CBEAEHMI, NPedyCMOTPEHHbIX Yactamm 1, 2 n 4 HacTosAweMn
CTaTbW, W MOJyYeHMEe NPeayCMOTPEHHOIO YacTblo 7 HacCToALEeM CTaTbM paspelleHnna Ha BBOS,
MMMYHOBMOIOrMYECKOro N1IeKapCTBEHHOTO TpenapaTta B rPaK4aHCKuMi obopoT He Tpebytotca B
OTHOWEHMM JIeKAapPCTBEHHbIX MNpenapaTtoB, MpeAHa3sHaYeHHbIX A4/1A NPOBEAEHUA  KIMHUYECKMX
MccNefoBaHWU NIEKAPCTBEHHbIX NpPenapaToB, NPOBEAEHUA 3KCMepTU3bl NEeKapPCTBEHHbIX CPeACTB A4S
OCYLLECTB/IEHMSA FOCYAAPCTBEHHON PEerncTpaumm NeKapcTBEHHbIX MPenapaToB, a TaKKe B OTHOLIEHWUU
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He3aperucTpUpPOBaHHbIX IEKAPCTBEHHbIX NPenapaTos, NpeAHasHauyeHHbIX A1 OKa3aHWA MeaULMHCKOW
MOMOLIM MO KMU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa Wau rpynnbl NauyMeHToB, BBO3UMbIX B
Poccuiickyto ®esepaumio B COOTBETCTBUMM C 4YacTamm 3 1 3.1 ctatbm 47 HacToswero denepanbHoro
3aKOHa.

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABAEHUM B rparkgaHCKOM 0bopoTe cepum UAM NapTUM NEeKapCTBEHHOro npenaparta,
OOKYMEHTbl U CBeAEHMA O KOTOPbIX, NpeAycMOTpeHHble Yactamu 1, 2, 4, 4.1, 4.3, 5 1 5.1 HacToAwel
CTaTbM, He NpeacTaBaeHbl B peaepasibHbi OpraH UCMOSHUTEIbHOM B/1AaCTU, OCYLLECTBASAIOWMN GYHKUNM
Mo KOHTPOIO M Haz3opy B chepe 34paBOOXpPaAHEHUA, MO0 cepumn Nan NapTMm MMMYHOBMONOrMYECKOro
NIEKapCTBEHHOIO MpenapaTta, He WMeIoWMX paspelleHMa  Ha BBOA, B TpaxAaHCKMin  obopor,
npeaycMoOTPEHHOro 4YacTblo 7 HacToAwel cTaTbM, deaepanbHbli opraH WCNOJHUTENbHOW BNACTH,
OCYLLECTBAAOWMA GYHKUMM MO KOHTPOMO U Hapgsopy B cdepe 34paBOOXpPaHEHUs, B MNoOpsaKe,
ycTaHoBneHHom [lpasutenbctBom Poccuiickon Pepepaummn, NPUHMMAET pPeLIeHUe O MpPeKpaLLeHnn
rpakaaHckoro obopoTa Takux cepum UAM NapTUM A0 NPEACTAaBNEHMSA YKa3aHHbIX OO0KYMEHTOB MU
cBefieHNn b0 NoNyYeHUA YKa3aHHOIo paspelleHms.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlAKOC: NpumeyaHume.

Ct. 52.2 He pacnpocTpaHAeTcAa Ha Cepumn IeKapCTB A1 BETEPUHAPHOro NPMMeEHeHUA, BBe4eHHbIe B
rpakgaHckmini obopot Ao 01.09.2023, KoTOpble MogneKaT MPUMEHEHMUIO [0 UCTEYEHUS CPOKa MX
rogHocTtn (®3 ot 02.07.2021 N 317-3).

Cratba 52.2. BBoA, B rpakAaHCKMA 060pOT /SieKapcTBEeHHbIX NPenapaToB AN BeTepUHapHOro
npUMeHeHusA

(eBepeHa degepanbHbiM 3akoHOM 0T 02.07.2021 N 317-93)

1. Mepes BBOAOM B rpaxkAaHCKM 0BOPOT KarKaoh cepuu NpousBegeHHOro B Poccuitckol
degepaumn  NeKapcTBEHHOrO npenapaTta A48 BETEPUMHAPHOIO MNPUMEHEHMA, 33 WCKIYEeHUeMm
MMMYHOBMONOTMYECKOrO  NEeKapCTBEHHOrO  npenapata A48 BETEPUHAPHOrO  MPUMEHEHMUS,
NPoOM3BOAUTENIb TAKOTO JIEKAPCTBEHHOrO NpenapaTta MNpeacTaB/sfeT B yBEAOMWUTE/NIbHOM MOpPSAKE B
depnepanbHbIi OpraH UCNONHUTENIbHOW BNACTU, OCYLLECTBAAOWMIA GYHKUUN MO KOHTPOJO (Haasopy) B
cdepe obpalleHUs TeKapcTBEHHbIX CPEACTB AJ15 BETEPMHAPHOTO NPUMEHEHUSA:

1) AOKYMEHT NPOM3BOAMUTENA IEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOLWMNA COOTBETCTBME KayecTsa
NIeKapCTBEHHOTO MNpenapaTta A4/17 BETEPMHAPHOIO MPUMEHEHUs, BBOAUMOIO B TpaXAaHCKui obopoT,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €ro roCyAapCTBEHHOW perncTpaunm;

2) noarsepxgeHne ynosHOMOYEHHOro /nda NpounsBoAUTENA  NIEKAPCTBEHHbLIX CPeacTs
COOTBETCTBMA  /ZIEKAPCTBEHHOINoO nNpenapata AnAa BeTepUMHaApPHOro npuMeHeHUA Tpe6OBaHVIFIM,
YCTAHOBJ/IEHHbIM MPU €ro I'OCV,CI,apCTBeHHOﬁ perncTpaumnmn.

2. Mepen BBOAOM B rparKAaHCKMI 0BOPOT KaxK4ol cepuu BBO3MMOro (nepemeliaemoro) B
Poccuiickyto  ®degepaumio  NeKapCTBEHHOrO npenapaTta A/ BETEPUHAPHOTO MPUMEHeHus, 3a
UCK/IIOYEHNEM MMMYHOBMONOTMYECKOTO JIEKAPCTBEHHOIO NpenapaTa A5 BeTepUHAPHOIO NPUMEHEHWS,
OpraHM3aLmsa, OCyLLEeCTBAAIOLLAA BBO3 (NepemelleHne) 1eKapCTBEHHOro NpenapaTta 418 BeTepuHapHOoro
npumeHeHusa B Poccuiickyto depepaumio, NpeacTaBaseT B yBeAOMUTENIbHOM Nopsaake B denepasbHbIi
OpraH WCNONAHUTENbHON BNACTM, OCYLLECTBAAIOWMA GYHKUMM MO KOHTpoat (Hagsopy) B chepe
0bpallLeHnA IeKaPCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO NPUMEHeHUS:

1) LOKYMEHT NPOM3BOAMUTENA NEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOWMIN COOTBETCTBME KauecTBa
NleKapcTBEHHOrO MnpenapaTta A4/1A BEeTePMHAPHOro MPUMEHEeHMUsl, BBOAMMOIO B rpaxAaHCKuin obopor,
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TpeboBaHMAM, YCTAHOBEHHbLIM NPW €ro roCcyAapCTBEHHOW perncTpaunm;

2) noaTeepXKAEHUE NMLUA, YNONHOMOYEHHOTO AeprKaTeNeM Wan BAafenblem PerucTpaumoHHOro
YOOCTOBEPEHNA NIEKAPCTBEHHOFO Mpenapata AaAa BETEPUHAPHOTO MNPUMEHEHUA, COOTBETCTBUA
JIeKapCTBEHHOMO MpenapaTa 418 BETEPUHAPHOro NpuUMeHeHna TpeboBaHMAM, YCTaHOBAEHHbIM MPU €ro
rocyfapCcTBEHHOM PEerncTpaymm.

3. BBog, B rpaskaaHcKkuit obopoT BBO3MMOro (nepemeuiaemoro) B Poccuiickyio Pepepaunio
NIEKApCTBEHHOro npenapaTa AaA BeTePUHAPHOIO MPUMEHEHUA OCYLLEeCTBAAETCA NpUM  HaAn4ymm
3aK/IOYEHMA O COOTBETCTBUM MPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hag/erKallel NPou3BOACTBEHHOW MPAKTUMKKU, BblAAHHONO YNOJHOMOYEHHbIM denepasbHbiM OpraHoOM
WCNOJIHUTENbHON BNAcTU AN NPOM3BOACTBEHHOM NAOWAAKM /JIEKAapCTBEHHOro npenapata A
BETEPMHAPHOro NPUMEHEHMA, BBOANUMOTO B rpaKaaHCKuii 060poT.

4. JInyo, ynosIHOMOYEHHOE Aep)KaTesieM WU BAafesbLemM PerncTpaLMoHHOIo yA0CTOBEPEHUA
JIeKApCTBEHHOrO npenapata AAs BETEPUHAPHOTO MNPUMEHEHMUS, LO/MKHO OblTb aTTecToBaHO B
YCTaHOB/IEHHOM YMOJIHOMOYEHHbIM defepasbHbIM OPraHOM UCMONIHUTENIbHOW BNACTM NOPALAKE U UMETb
CTa)k paboTbl He MeHee 4yem nNATb JeT B 061acTM NpousBoAcTBa M (MAM) KOHTPONSA KayecTBa
JIEKAPCTBEHHbIX cpeacts AnMbo B  06nacTM  MOHUTOpUHra 3¢GEdEKTUBHOCTM U H6e30nacHOCTH
JIeKapCTBEHHbIX MpPenapatoB ANf BETEPUMHAPHOro NPUMEHEHWs, MNPOBOAMMOrO JAepyKaTenem Wuan
BNafeNbLEeM PervcTpaumoHHOro yAo0CTOBEPEHMA JIeKapCTBEHHOIO MpenapaTta A/Ad BeTepuHapHOro
npuMmeHeHUa MB60  YNONHOMOYEHHBIM UMW  IOPUAMYECKMM  JIMLOM, Bbicllee obpasoBaHue
COOTBETCTBEHHO MO OAHON M3 cneumanbHocTem M (MAKM) OAHOMY W3 HamnpaB/ieHMI MOArOTOBKMU:
6uonorna, 6GUOTEXHONOINA, BeTepUHapUs, BETEePUHAPHO-CAHUTAPHAs 3KCNepTU3a, KAWHWYecKasn
MeaVLMHa, pagMaLMOHHaA, XMMU4YecKas M Buonornyeckas 3sawmta, dapmauma, GyHOamMeHTanbHas
MeANLUMHA, XMMUYECcKasa TEXHOIOMMA, XUMUSA.

5. MopsafoK NpeacTaBNAeHUA B COOTBETCTBUM C YacTamu 1 M 2 HacToAWel CTaTbl LOKYMEHTOB U
CBEAEHUI O NeKapCTBEHHbIX NpenapaTax ANa BeTePMHAPHOIO NPUMEHEHWA, BBOAUMbIX B FPaxKOaHCKUi
060poT, ycTaHaBAuBaeTcA MNpasutenbcTBom Poccuiickoit deaepaumm.

6. B OTHOWEHWM nNepBbiX [ABYX CepuUiA NEKapCTBEHHOro npenapata A4nd BeTepUHapHOro
NpUMeHeHus, BMepBble NpousBeaeHHoro B Poccuiickoit depepaumm uAn BnepBble BBO3WMOIO
(nepemewaemoro) B Poccuiickyto degepaumio, B denepanbHblii OpraH MCNONHUTENBHOW BAacTy,
OCYLLECTBAAWMNIN GYHKUMM NO KOHTpOoO (Hagsopy) B chepe obpalleHns NekapCTBEHHbIX CPeACTB AN
BETEPMHAPHOIro NPUMEHEHUA, HAPAAY C AOKYMEHTAMM, NPeLyCMOTPEHHbIMM YacTamm 1 1 2 HacToALei
CTaTbM, MNPEACTaBAATCA MPOTOKOJIbI WCMbITAHUA O COOTBETCTBUM 3TUX CEePUIt  JIeKapCTBEHHOIO
npenapata Ans  BETEPUHAPHOrO MNPUMEHEHMA MNOKasaTeNAM  KayecTBa, MpPeAyCMOTPEHHbIM
HOPMaTMBHbIM [AOKYMEHTOM (Zanee - MPOTOKO/ WCMbITaHWIA), NPOBOAMMBIX AKKPeAUTOBAHHbIMU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit depepaumn 06 akkpeauTauMym B HALMOHANbLHOW
cUcTeMe aKkKpeauTauum UCMbITaTeIbHbIMK labopaTopusamm (LeHTpamm).

7. ExxerogHo He nosgHee 1 ¢peBpana NponsBoAUTENN NIEKAPCTBEHHbIX CPeACTB MW OpraHM3aLmu,
OCYLLEeCTBAAIOLLME BBO3 (NEpemMeLLeHME) NeKapCTBEHHbIX NPenapaTos 41a BETEPUHAPHOrO NPUMEHEHUA
B Poccuiickyio Pepepaumio, npeactaBaaloT B dedepanbHbli OpraH  MCNOAHWUTENbHOW BAacTy,
ocywecTeasowmii GyHKLMM NO KOHTpoto (Haasopy) B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB ANA
BETEPMHAPHOrO NPUMEHEHWA, MPOTOKOA WMCNbITaHUA MOCTYNMUBLUErO B TeYEHWE roda B rpaxkaaHCKuii
060pOT NIeKapCTBEHHOrO Npenapara A41a BeTepMHaPHOro NPUMEHEHUA KOHKPETHOro npoussoauTens (Ha
O4HY CEepMUI0 KaKAOro TOProBOoro HaMMEHOBaHMA C YYEeTOM JIeKapCTBeHHOW d¢opmbl, a Aaada
NeKapCcTBEHHOTO npenapara ans BETEPUHAPHOIO NPUMEHEHWA, He ABAAoLWerocs
MMMYHOBMONOTMYECKUM, TaKKe C Y4eTOM [O03MPOBKM), MPOBOAMMBIX aKKPEAWUTOBAHHbIMU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit deaepaumn 06 akkpeauTaumym B HALMOHANLHOWM
cUcTeMe aKkKpeauTauum UCnbITaTeIbHbIMK abopaTopuamm (LeHTpamu).

8. BBog, B rparKAaHCKMI 060pPOT MMMYHOBMOIOTMYECKOTO JIeKapCTBEHHOrO mnpenapata A4
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BETEPUHAPHOIO NPUMEHEHWA, npoussBeaeHHoOro B Poccuiicko ®Pepepaumm  wanM  BBO3UMOTO
(nepemewaemoro) B Poccuiickyto ®depepalumio, OCYLLECTBAAETCA Ha OCHOBAHWUWM  paspeLleHus,
BblgaHHOro ¢enepasbHbIM OPraHOM WCMNOMHUTENbHOM BAACTW, OCYLWECTBAAWMM  GYHKUUKM MO
KOHTpo/to (Hag3opy) B chepe obpaleHnn NeKapcTBEHHbIX CPeACTB A1 BETEPUHAPHOTO MPUMEHEHMUS.
YKasaHHOe paspelleHne BblJAETCA HA OCHOBAaHMM  MPOTOKOMAQ  MCAbITaHWMKA, NPOBOAMMbIX
aKKpPeAMTOBaHHbIMW B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickon deaepaunmn o6 akKkpeamUTauum
B HAUMOHA/NbHOM CUCTEME aKKPeAWUTALUM OpraHusaumMaMun, nNoasefoOMCTBEHHbIMU desepanbHoOMy
OpraHy MCNONHUTENbHON BAACTM, OCYLWECTBAAIOWEMY (YHKLMM NO BblpaboTKe rocyaapCTBEHHOM
NO/IMTUKM U HOPMATUBHO-MPABOBOMY PEFYINPOBaHUID B cdepe arponpoOMbILLNIEHHOrO KOMMNEKC],
BK/toYan obpalleHMe NeKapCTBEHHbIX CPeACTB A5 BETEPUHAPHOTO NpUMeHeHuA, unn depepanbHomy
OpraHy WCMNOJIHATENbHOW BNACTW, OCylLecTBAAOWeMY ¢GYyHKLMM NO KOHTpoo (Haasopy) B cohepe
obpalLeHMAa NeKapCTBEHHbIX CPeacTB ANA BETEPUHAPHOTO MNPUMEHEHWA, a TaKKe [AOKYMEHTOB M
cBeZleHUN, NpeayCMOTPEHHbIX YacTbio 1 (a1A npenapaTtos, NpousseseHHbIX B Poccuiickon deaepaunn)
WAW YacTbto 2 (AnA npenapaTos, BBO3MMbIX (Nepemeltaemblx) B Poccuiickyto degepaumio) HacTosLei
CTaTbMm.

9. CpoK BblAa4yum paspelleHmns, YKasaHHOro B YacTh 8 HACTOALLEN CTAaTbW, COCTaBAsET NATb paboumx
OHel Cco AHA nNpeacTaBNeHWA MPOM3BOAUTENEM JIEKAPCTBEHHbIX CPEACTB WAWM  OpraHusauumen,
OCYLLECTBAAOLWEN BBO3 (NepemMelleHme) NeKapCcTBEHHOrO NpenapaTta 417 BETEPUHAPHOIr0 NPUMEHEHUS
B Poccuitckyto Pepepaumto, B deaepanbHblii OpraH WCMNOJHUTENIbHOM BANACTU, OCYLLECTBAAIOLWLNI
dYHKUMKM No KOHTpoAo (Hagsopy) B chepe obpalleHUa NeKapCTBEHHbIX CPeACTB ANA BETEPUHAPHOTO
NPUMEHEHNA, LOKYMEHTOB, NPeAyCMOTPEHHbIX YacTbto 8 HACTOALLEN CTaTbMU.

10. PaspelueHune, yKa3zaHHOE B 4acTU 8 HACTOALLEN CTaTbM, BblAAETCA B OTHOLIEHUM KaXKAoW U3
nepBbIX ABYyX Cepuit MMMYHODBMONOIMYECKOro JIeKApPCTBEHHONO Mpenapata A1 BeTepUHAPHOro
npumeHeHus, Bnepsble MpoussBeneHHoro B Poccuiickon ®Peaepaumm wAM Brnepsble BBO3MMOTO
(nepemewiaemoro) B Poccuiickyio Pepepaumio. Takoe paspeLleHne BblAAETCA Ha BECb CPOK 0bpalleHus
ceEpUM MMMYHODMONOTMYECKOrO NIEKAPCTBEHHOro npenapaTta A8 BETePUMHApPHOro NPUMEHeHus, B
OTHOWEHUM KOTOPOM OHO BblA4AHO. B OTHOWEHWM NoOCAeayloWMNX CepUn OAHOFO TOProBoro
HaMMeHOBaHMA UMMYHOBNONOIrMYECKOro IEKAPCTBEHHOIO NpenapaTa AN BETEPUHAPHOrO NPpUMEHEHMUS,
npoussegeHHoro B Poccuiickoli depepaumm mMamM BBO3MMOTo (nepemeltaemoro) B Poccuiickyto
depepaunto, Takoe paspelleHMe BblOAETCA CPOKOM Ha Tpu roga. MNopagok BblAayuu paspelleHns Ha
BBOJ, B rpakAaHCKMN 060pOT MMMYHOBMONOIMYECKOro NeKapCcTBEHHOro npenapaTa 414 BeTepMHapHOro
NPMMEHEHNs, NOPALOK BblAayM NPOTOKO/A MUCMbITAHWIA, YKAa3aHHbIX B 4acTWM 8 HaAcToAwen CTaTbM, a
TaKXe MeToAMKa onpeaeneHus pasmMepoB MNAaTbl 33 BblAady YKA3aHHOro MPOTOKOAA WMCMbITaHWUM
ycTaHaBAmBaeTca MNpasutenbcTtBom Poccuiickoit Peaepaunu.

11. MmmyHOBMONOTMYECKME NEKapCTBEHHbIe MpenapaTtbhl 418 BETEPUMHAPHOTO NPUMEHEHMUS,
BBeAEHHble B TPaKLAaHCKMM 06OPOT B COOTBETCTBMM C YacCTblo 8 HacToAwel CTaTbM, NoAnexKaT
XpaHeHWIO, NepeBO3Ke, OTMYCKY, Peanusauuun, nepegaye, NMPUMEHEHUIO OO WCTEYEHUS CPOKa MX
ro4HOCTH.

12. 3a HenpeacTaB/ieHWE WMAM HECBOEBpPEMEeHHOe MpeacTaBNeHVe LOKYMEHTOB W CBEAEHWW,
npeaycMoTpeHHbIX Yyactamu 1 - 3, 6 1 7 HacToALLelN CTaTbl, NPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB U
OopraHuMsaumM, oOcyllecTBaAloWMe BBO3  (NepemelleHVe) IeKapCTBEHHbIX MNpenapaTtoB  AnA
BETEPUHAPHOro NpumeHeHus B Poccuiickylo deaepalmio, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKoHogaTenbcTBOM Poccuiickon Peaepauun.

13. MNpeactaBneHMe AOKYMEHTOB M CBEAEHUN, NPeayCMOTPEHHbIX YacTamu 1 - 3, 6 n 7 HacToALwen
CTaTbW, WU NOAyYEeHWe paspelleHuns, YKa3aHHOro B 4acTM 8 HacToAlel cTaTbM, He TpebyroTca B
OTHOLUEHUM JIEKAapPCTBEHHbIX MPenapaToB A1 BETEPUHAPHOro NpUMMEHEeHWUA, NpeaHa3HAYeHHbIX Aaa
BblBO3a M3 Poccuiickoit depepaumn, nNpoBefeHUs AOKAMHUYECKMX WCCNEA0BAHUN NIeKapCTBEHHbIX
CPeACTB, KNMHUYECKUX UCCIef0BaHNI NEKAPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOTO NPUMEHEHMA U
BBO3a A1 LlesIel, YKa3aHHbIX B MyHKTe 5 yactu 1 ctatbm 50 HacToawero ®enepanbHOro 3aKoHa, a TakKe
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06pasLOB NIEKAapPCTBEHHbIX MpenapaTtoB A BETEPUHAPHOrO NPUMEHEHWs, NpeaHa3HaYeHHbIX Ann
NPOBeAEeHUA 3KCMEPTU3bl IEKAPCTBEHHbIX CPeacTB B LENAX OCYLLeCTBAEHMSA TrOCyAapCTBEHHOM
perncTpauumn NekapcTBeHHbIX NPENapaToB 4/1A BETEPUHAPHOIO NPUMEHEHUA UM BHECEHUA U3MEHEHWI
B PermcTpaumMoHHoe A0Cbe Ha JIeKapPCTBEHHbI NpenapaT AN BETEPUHAPHOro NMPUMEHEHMS.

Cratba 53. MNpoaarka, nepeaaya NeKapCTBEHHbIX CPeACTB OpraHM3aLUMaAMU ONTOBOI TOProsam
NleKapCcTBEHHbIMU CpeacTBamm

1. OpraHusaLumMm ONTOBOM TOProB/IM NEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLECTBATb NPOAANKY
JIeKapCTBEHHbIX CPeACTB WAW nepenaBaTb WX B YCTAHOBJIEHHOM 3aKOHOZATENbLCTBOM PoCCUMCKOW
depnepaunn nopsagke (3a UcKAoYeHNeM GpapmaLLeBTUUECKON cybCTaHLMM CNUPTa 3TUAOBOrO (3TaHoMa) €
y4yeTom TpeboBaHMI YacTh 3 HacToALLENM CTATbu:

(B pen,. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-93)

1) ApyrMm opraHM3aLmMsam ONTOBOM TOProBAN EKAPCTBEHHbIMU CPeaCTBaMMU;
2) Npon3BOANTENAM NIEKAPCTBEHHbIX CPEACTB ANA Lesieil NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3auMamM U BETEPUHAPHbBIM anTeYHbIM OpraHM3aLuam;

4) Hay4HbIM OpraHM3aLMaM ANA Hay4yHO-UCCAen0BaTeNbCKON PaboThbl;
(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

5) wuHgMBMAyanbHbIM NpPeanpUHUMATENSM, UMEOWMM NULEH3UIO Ha (dapmaLeBTUYECKYHO
OeATEeNbHOCTb MU IMLEH3NIO HA MEAULIMHCKYIO AeATeNbHOCTb;

6) MegMUMHCKMM OpraHuM3aumMam, B TOM 4YMUC/e CO34aHHbIM W  3apPerncTpMpoBaHHbIM B
COOTBETCTBMM C 3aKOHOAATENbCTBOM MHOCTPAHHOMO rocyAapcTBa - YneHa OpraHu3aumMm SKOHOMUYECKOTO
COTpyAHMYECTBA M pPasBUTUA  MHOCTPAHHbIM  HOPUAMYECKUM  AWLAM,  UHAMBUAYANbHbIM
npeanpuHUMaTeNAM, ABAAIOWMMCA YYaCTHUKAMKN NPOEKTa B COOTBETCTBMM ¢ PeaepanbHbiM 3aKOHOM OT
29 utoHa 2015 roga N 160-$3 "O merKayHapogHOM MEAULIMHCKOM KnacTepe U BHECEHUU U3MEHEHUN B
oTAeNbHble 3aKOHOZaTe/IbHble akTbl Poccuiickoin Peaepaummn”, n BeTepPUHAPHbBIM OpraHM3aumam;

(B pen,. PegepanbHbix 3aKoHOB 0T 26.07.2019 N 240-$3, o1 04.08.2023 N 428-93)

7) opraHusauMam M MHAMBUAYANbHbIM MPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pasBeaeHue,
BbipalllMBaHME W COAEPNKAHME IKMBOTHbIX (33 WCKAOYEHMEM MpoJarKM UM  dapmMaueBTUYECKUX
cybCTaHUM UK MX Nepeaayn).

(n. 7 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHv3auuu ONTOBOW TOPrOBAM /IEKAPCTBEHHbIMM CPEACTBAMM HE BMpaBe OCYLLEeCTBAATb
npodaxy (nepedady B YCTaHOBNEHHOM 3aKOHOAATeNbCTBOM Poccuiickonn Peaepaunmn nopagke)
dbapmaueBTUYECKOM cybCTaHL MM CNnpTa 3TUAOBOTO (3TaHoNa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

3. OpraHu13aummn ONTOBOM TOProB/IN NEKAPCTBEHHbBIMM CPeACTBAMM MOTYT OCYLLLECTBAATL NPOAANXKY
(nepepavy B ycTaHOBNEHHOM 3aKoHOAaTeNbCTBOM Poccuiickoit degepauum nopagKe) NekapcTBeHHOro
npenaparta 4nAa MeguMuUUHCKOTo MPUMEHEHUA C MeXAYHAPOAHbIM HEeNaTeHTOBAaHHbIM HaMMEHOBAHMEM
n n

STtaHon":

1) lopuMAnYEecKUM NMLaM, UMEIOLWMM NMLEH3UNI0 Ha dapMaLeBTUYECKYI0 AeaTeNbHOCTb B chepe
06paLleHMA NeKapCTBEHHbIX CPeACTB A1 MEANLMHCKOTO NPUMEHEeHUA;

2) vHAMBMAYaNbHbIM MPeANPUHUMATENAM, WMEILMM JIMLEH3NI0 Ha ¢dapmMaLeBTUYECKYIo
AeAtenbHOCTb B chepe obpallleHUs NeKapCcTBEHHbIX CPeAcTB AN MeAULIMHCKOrO NPUMEHEHUS;

3)  uHAMBMAYaNbHbIM  NpeAnpUHUMAETENAM, WMELWMM  AULEH3UIO Ha  MeAULIMHCKYIO
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0eATeNbHOCTb;
4) 1opMANYECKUM IMLLAM, UMEIOLLIMM IULLEH3UIO Ha MeAULMHCKYIO AeATeIbHOCTb;

5) MHOCTPaAHHbIM IOPUANYECKUM INLAM U UHAUBUAYANbHBIM NPeAnPUHMMATENAM, CO34aHHbIM U
3aperncTpmMpoBaHHbIM B COOTBETCTBMM C 3aKOHOAATENbCTBOM WMHOCTPAHHOrO rocygapcrea - 4JeHa
OpraHmsaumm 3KOHOMUYECKOTO COTPYAHMYECTBA U PasBUTUA, ABAAIOWMMCA YYaCTHMKAMKU NPOEKTa B
cootBeTcTBMM € PepepanbHbiM 3aKOHOM OT 29 uioHA 2015 roga N 160-d3 "O mexayHapoaHOM
MeANLMHCKOM K/1laCTeEPE U BHECEHUU U3MEHEHUN B OTAENbHble 3aKOHOoAaTesibHble aKTbl Poccuiickol
depepaunn’;

6) ucnbiTaTeNbHbIM NabopaTopuAM (LEeHTpam), NPOBOAALLMM WUCMbITAaHUA B 006M1aCTU KOHTPOAA
KayecTBa J/1IEKAPCTBEHHbIX CPeAcTB, aKKpPeaUTOBaHHbIM B COOTBETCTBMM C 33aKOHOZATENbCTBOM
Poccuiickolt ®epepaumm 06 akKpeaUTaLUUmM B HALMOHANLHOM CUCTEME aKKpeanUTaLmu.

(yacTb 3 BBeaeHa PeaepanbHbiM 3akoHOM oT 04.08.2023 N 428-93)

Cratba 54. Mpasuia oNnToBOI TOProB/N IEKAPCTBEHHbIMU CPpeacTBaMU

1. OnToBasa TOProBAs JIEKAPCTBEHHbLIMM CPEACTBAMU  OCYLLECTBASAETCA NPOM3BOAUTENAMM
JIEKapCTBEHHbIX CPEeACTB M OpraHM3auMAMM OMNTOBOM TOProBAM JIEKAPCTBEHHLIMM CpeacTBaMU MO
npaBuNam Hag/erKalen AUCTPUOLIOTOPCKON MPAKTUKKM, YTBEPKAEHHbIM EBPA3NNCKOM SKOHOMMYECKO
KOMMUCCUEN, W NpaBUIaM XPaAaHEHWUSA NEKAPCTBEHHbIX CPEACTB, YTBEPKAEHHbIM YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BNIACTHU.

(yacTb 1 B pen. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. OpraHusaums ONTOBOM TOProB/AM JIEKAPCTBEHHbIMM CpeacTBaMM o00f3aHa cobntoaatb
npesesibHble CPOKM OTIPY3KWM 3aTpeboBaHHbIX aNTEYHOW OpraHu3auMein NeKapCcTBEHHbIX MpenapaTos
ONA MeAUUMHCKOTO NPUMEHEHMA M He BMpaBe OTKa3blBaTb anTeYHOM OpraHM3auuu, C KOTOPOM Yy Hee
3aK/Il0O4EH COOTBETCTBYIOLLMIA [0TMOBOP O MOCTaBKAX NEKAPCTBEHHbIX MpPenapaToB ANA MEeAULMHCKOro
NPUMEHEHWA, B MOCTaBKe IEKAPCTBEHHbIX NPENApPaToB AN MeAUUMHCKOrO NPUMEHEHUS NPU HanuuK
3aTpebOoBaHHbIX 1IEKAPCTBEHHbIX NPenapaToB A58 MeANLNHCKOrO NPUMEHEHUS Y OpraHU3auumn onToBoM
TOProB/IM NIEKAPCTBEHHbIMM CcpeacTBamu. [peaenibHble CPOKM OTFPYy3KM 3aTpebOoBaHHbLIX anTe4yHoM
opraHu3aumelt NeKapCTBEHHbIX NPenapaToB ANA MeAMUMHCKOrO MNPUMEHEHUA B 3aBUCMMOCTU OT
Pacrno/ioXeHNa MecTa OTIPy3KM JIEKAapPCTBEHHbIX MpPenapaTtoB A4 MeAMLMHCKOrO MPUMEHEHUS
YCTaHaBAMBAOTCA YNONHOMOYEHHbIM deaepasibHbiM OPraHOM UCNONHUTENIbHOW BNACTU.

(yacTb 2 BBeaeHa PenepanbHbiM 3aKOHOM OT 26.03.2022 N 64-03)

CraTba 55. MopsAAOK PO3HMUHO TOProB/AM eKapCcTBEHHbIMM NpenapaTamm

1. PO3HMYHAA TOProB/AA /IEKAPCTBEHHbIMM MpenapataMm B KOJIMYECTBAX, HeobxoaumbIx AnA
BbINOJIHEHUA BpayebHbix (Penbalepckux) HasHaYeHW WKW Ha3HayeHui cneumannctos B obsactu
BETEPMHAPMM,  OCYLLECTBAAETCA  anTeYHbIMM  OPraHU3auMAMKM,  BETEPUHAPHLIMM  anNTEYHbIMU
OpraHusaumnsmu, WHANBUAYAIbHbIMU npegnpuHUMaTens mu, UMEeWMMN  JINLEH3UIO Ha
dapmMaLeBTUUECKYIO AeATENIbHOCTb, MEAULMHCKUMW OpraHmMsauuamMmn, UMELWUMN NULEH3UI0 Ha
dapmMaLeBTUUECKYIO AeATeNbHOCTb, U UX 060COBNEHHbIMM NOAPa3AeNeHUAMM, PACMONOXKEHHbIMA B
CENIbCKMX HaCeNeHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuu, U BeTepUHaPHbIMU
OpraHu3aLUmMaMU, UMELLMMN NNLEH3UI0 Ha dapMaLleBTUYECKYIO AeATeNbHOCTb. Pa3pelleHa po3HUYHasn
TOProB/A TONbKO NIeKapCTBEHHbIMW NpenapaTamu, 3aperncTpupoBaHHbiMu B Poccuitickoli depepaunm
NMbo B COOTBETCTBUM C aKTamu, cocTasaarowmmmn npaso Coko3a, UAN M3FOTOBAEHHbIMU anTeUYHbIMU
opraHusaumnsamu, BeTepMHapHbIMK anTeyHbIMM OopraHusaumnamu, UHAMBUAYANbHBIMU
npeanpuHUMaTEN MU, UMEKOLWMMN NULEH3UIO Ha GdapmMaleBTUYECKYlo AeATeNbHOCTb. PoO3HWYHan
TOProB/iA NeKapCTBEHHbIMW NpenapaTamy OCYLLEeCTBAAETCA MO NpaBuAamM Haasexallen antedyHou
NPaKTUKK, YyTBEPXKAEHHbIM YNO/JIHOMOYEHHbIM peaepanbHbIM OpraHOM UCMOIHUTENBHOM BaCTU.

(B pea. PepepanbHblx 3aKoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-3, o1 30.01.2024 N 1-$3,
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o1 08.08.2024 N 323-93)

1.1. PO3HWYHAA TOProBAA JIEKAPCTBEHHbIMKW MpenapaTaMmn Ana MegUUMHCKOro NpUMeHeHus (3a
WCKNOMEHNEM NIEKAPCTBEHHbIX MPENnapaToB, OTNYCKAEMbIX MO peuenTy Ha JIeKAPCTBEHHbIM npenapar,
HAPKOTMYECKUX JIEKAPCTBEHHbIX MPENapaToB M MCUXOTPOMHbLIX JIEKAPCTBEHHbIX MPenapaTos, a TaKXKe
CNUPTOCOAEPKALLUMX NNEKAPCTBEHHbLIX MpenapaToB ¢ 06beEMHONM Aonei 3TUNOBOrO CnMpTa cebiwe 25
MPOLLEHTOB) MOMET OCYWEeCcTBAATbCA aNTeYHbIMW OpPraHU3auMaMM  OUCTAHLMOHHBIM  CMOCOHOM.
PO3HWYHYIO  TOProBAKD  NEKAPCTBEHHbBIMW  MpenapatamuM A48  MEAULMHCKOTO  NpUMEHeHUA
OVNCTaHUMOHHbBIM CNocoboM MOTyT OCYLLECTBAATb AaNTEYHble OPraHW3aLMu, MMEKLMEe NULLEH3UIO Ha
dbapmaLLeBTMUECKYIO AeATEeNbHOCTb W COOTBETCTBYHOLLEE paspeweHne denepasbHOro  opraHa
WCMOJIHUTE/IbHOM  B/IAaCTW, OCyLLEecTBAAOWeEro ¢yHKUMM MO  KOHTPOAO W Haasopy B cohepe
34paBooxpaHeHua. [lopAAoK BblA4ayM paspeweHMA Ha  OCYLLEeCTB/IEHME PO3HWYHOM TOProBAU
NIeKapCTBEHHBIMM NpenapaTaMn AUCTaHLMOHHbIM CNOCOOOM, TPeboBaHMA K anTeYHbIM OpraHU3aumam,
KOTOpble MOTYT OCYLLEeCTBAATb TaKyl0 TOProB/ilO, U NOPALOK €e OCYLWEeCTB/IEHMA, a TaKXe npasuia
[OCTaBKM NEKApPCTBEHHbIX NpenapaTtoB rpaxgaHam ycTaHaBnuBatotca [pasButenbctBom Poccuiickomn
depepaunn. NHPopmauma o6 onnadeHHbIX (OTNYLLEHHbBIX) M MOAYYEHHbIX JIEKAPCTBEHHbIX NpenapaTax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA AOBUMKEHMA JNIEKAPCTBEHHbIX MNPEenapaTtoB AlA MeLULMHCKOro
NPUMeHeHMA B NopAaaKe, NPeyCMOTPEHHOM YacTbto 7 cTaTbu 67 HacToAwero degepasbHOro 3aKoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-93)

2. Buapl anTeyHblXx oOpraHuM3auMii U MpaBuIa OTNYCKa /IEKAPCTBEHHbIX MpenapaTtoB A4S
MEANLMHCKOTO MPUMEHEHUA anTeYHbIMW OpPraHM3aUMAMU, MHANBMAYANABHBIMM NpeanpUHUMATENSAMM,
UMEIOWMMM  NIMLLEH3NIO Ha (apMauLeBTUYECKYD [AeATe/bHOCTb, a TaKXe nMpaBufa OTNycKa
NIeKapCTBEHHbIX MPEenapaToB ANA MeAMUMHCKOro NPUMEHEHUS MEeLULMHCKMMKW OpraHusaumamm,
UMEWMMN  NLUEH3NIO Ha  papMaLEeBTUYECKYID  AeATe/IbHOCTb, U UX 060cob6ieHHbIMMU
nogpasgeneHnaAMM, PacnonoXKeHHbIMU B CE/IbCKMX HACENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHM3aLMn, YTBEPKAAIOTCA YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMNONHUTEIbHOM
B/1ACTML.

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 08.08.2024 N 323-93)

3. MpaBuaa oTNycka HAPKOTUYECKMUX CPeacTB U MCUXOTPOMHbIX BELLECTB, 3aPerMcTPUPOBaHHbIX B
KayecTBe /lIeKapCTBEHHbIX NPEenapaToB, NEKAPCTBEHHbIX MNPenapaToB, COAEPNKALMX HapKOTUYEeCKue
CPpeacTBa WM MCUXOTPOMHble BELWECTBA, YTBEPXKAAOTCA YNOJAHOMOYEHHbIM denepanbHbIM OpraHom
WCMNONHUTENBHOW BNAcTM MO COrNacoBaHWiO C denepanbHbIM OPraHOM WCNONHUTENbHOW BAACTH,
YNOAHOMOYEHHbIM B cpepe BHYTPEHHUX Aen.

(8 pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl 418 BETEPUHAPHOrO MPUMEHEHUA TMOANEKAT  OTMYCKY
BETEPUHAPHLIMW ANTEYHLIMW OPraHU3aUUAMMK, BETEPUHAPHBLIMKU OPraHU3aUUAMM, UHAUBUAYAbHBIMU
npegnpuHUMaTeN M1, UMELWMMU  NNLEH3NIO Ha  (GapMaueBTUYeCKylo aeAaTenbHocTb.  OTnycK
NeKapCTBEHHbIX MPEenapaToB A/ BETEPUHAPHOTO MPUMEHEHMUS OCYLLEeCTBAAETCA B COOTBETCTBMM C
NpaBuaamMM HagneKallei anTeyHoW NPaKTUKKM NeKapCTBEHHbIX MNpenapaTtoB A/ BeTePUMHAPHOro
NPUMEHEHWSA, YTBEPKAEHHbIMM YNONHOMOYEHHbIM defepasibHbiM OPraHOM UCMOJIHUTEIbHOW BAACTU.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. TllepeyeHb MEAMUMHCKMX OpraHU3auui, WMMEKLWMNX NUUEH3UID Ha dapmaLeBTUYECKYO
AeATeNbHOCTb, U MX 060Ccob6eHHbIX NOAPA3AENEHUA, PACMONOKEHHbIX B CE/IbCKUX HAaCEIEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auuuM, a TaKKe MnepeyvyeHb JIEKAPCTBEHHbIX MNpenapaTos,
npoaaka KOTOPbIX MOMKET OCYLLECTBAATbLCA YKa3aHHbIMM OpraHusaumsmu u ux o60cobaeHHbIMU
noapasaeneHuaMK, YCTaHaBAMBAIOTCA  WUCMONHUTE/IbHbIMM  OpraHamm  cybbektoB  Poccuiickol
depgepaunn.

(B peq. ®epepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-$3, ot 08.08.2024 N 232-
@3, 01 08.08.2024 N 323-93)
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6. AnTeyHble OpPraHW3auuu, WUHAMBUAYANbHbIE NPEANPUHUMATENU, UMEIOWME JINLEH3UIO Ha
dapmaLeBTMUECKYIO AeATenbHOCTb, 06a3aHbl  obecrneuynMBaTb YTBEPXKAEHHbIA  [1PaBUTENBCTBOM
Poccuitckoit Deaepaumm n GopmUpyemMbI B YCTAHOBAEHHOM MM MOPAAKE MUHUMAbHbIA aCCOPTUMEHT
JIEKAPCTBEHHbIX NpenapaTos, HEOOX0AMMbIX 417 OKa3aHUS MeAULMHCKOM NOMOLLM.

(yacTb 6 B peq. deaepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble OpraHuWsauuu, WHAMBMAYANbHbIE MpPeAnpPUHUMATENU, MMEIOLIME JINLEH3UID Ha
dbapmaLLeBTUUECKYIO AeATeNbHOCTb, HapAdy C JIEKApPCTBEHHbIMM NpenapataMmn  MMeKT MNpaBo
npuobpetatb WU npoAaBaTb, B TOM YWUC/IE AUCTAHUMOHHbIM crnocobom, MeaUUMHCKME u3aenus,
Ae3nHoMuMpyoWwmne cpeacTsa, NpegmeTbl U CPeACTBA JIMMHOM TUTMEHbl, NOCYAY A1A MeAUUMHCKUX
uenen, npegmeTtbl U CpeacTBa, MpefHasHayYeHHble ANnA yxona 3a 60/bHbIMW, HOBOPOMKAEHHLIMU U
OETbMW, He AOCTUMLMMM BO3PACTa TPEX JIET, OYKOBYHO ONTMKY U CPEACTBA YXOA4a 33 Hell, MMHepasbHble
BOZbl, NPOAYKTbl e4ebHOro, AEeTCKOro U AMETUYECKOro MUTaHUA, BUONOrMYECcKM aKTUBHble [00aBKM,
napproMepHble U KOCMETUYECKME CPEeACTBA, MEOULMHCKME U CAHUTAPHO-NPOCBETUTE/IbHbIE MeYaTHble
n3paHuA, NpeaHasHavyeHHble A1a NponaraHabl 340P0BOro 06pasa KU3HM.

(B pea. ®PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [leATenbHOCTb anTeYHbIX opraHusauuii BoopykeHHbix Cun Poccuiickon ®Pepepaunn, opyrux
BOWMCK, BOMHCKUX GOPMUPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHoAaTenbcTBOM Poccuiickolt depepaunm
NpeaycMOTPEHO MPOXOXKAEHWE BOEHHOM CayXbbl wnan d¢enepanbHON rocygapcTBEHHOW CayKObl,
CBA3@HHOW C MPaBOOXPAHUTENbHOM AeATeNbHOCTbIO, PernameHTupyeTtca HactoAwum deaepanbHbiM
3aKOHOM M YTBEPKAEHHbIMM COOTBETCTBYIOWMMU deaepanbHbIMM OpraHaMu UCMOJIHUTENbHOW BNACTU
NnonoXkeHnsimn. KoHTpo/sib 3a cobsitlogeHMeM YKa3aHHbIMW anTeYHbIMU OPraHU3aUUAMU MOJIONKEHWUN
HacTtoAwero denepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOWMMU deaepasibHbiIMU OpraHamm
WCMOJIHUTE/IbHOM BNaCTM.

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHBapa 2021 roga. - PegepanbHblii 3akoH oT 03.04.2020 N 105-d3.

KoHcynbTaHTIAKOC: NprMeYaHme.
C 01.03.2026 cT. 55.1 ytpaunsaet cuny (®3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MopaAoK oOcyl,ecTBAEHUA PO3HMUYHOW TOProB/M NEeKapCTBeHHbIMU npenapaTtamu
ANA  MeAULMHCKOTO MNPpUMEHeHMUs, OTNyCKaemMmbiMM MO peLenTy Ha J/IeKapCTBeHHbIA npenapar,
AWUCTaHUUOHHbIM cCnocobom

(sBepeHa depepanbHbiMm 3akoHOM OT 20.10.2022 N 405-93)

1. B nepunog ¢ 1 mapta 2023 roga Ao 1 mapta 2026 roga B ropoge denepanbHOro 3HavyeHun
Mockse, B benropoackoi u MocKkoBcKoi obiacTtax (fanee B HacToALlel cTaTbe - cybbeKTbl Poccuiickoit
denepaunn) npeaycmaTpmBaeTcs NPoBeAEHME SIKCMEPUMEHTA NO OCYLLLECTBIEHNIO PO3HMYHOW TOProB/M
NIeKapCTBEHHbIMM MNpenapaTamy ANA MeSULMHCKOTO MPUMEHEHUA, OTMYCKaeMbiMM MO peLenTy Ha
JIEKAPCTBEHHbIN NpenapaT, AUCTaHUMOHHbIM CNOCOOOM (fLanee - SKCNEPUMEHT).

2. B pamKax 3KCMepuMeHTa ero y4aCTHWKW BMnpaBe AUCTAaHUMOHHbIM CNOCOBOM OCYLLECTBAATb
PO3HUYHYIO TOPrOB/O  JIEKAPCTBEHHbIMKM  Mpenapatamuv AN MeAMLMHCKOro  NMPUMEHEeHWs,
OTNYCKaemMbIMM MO peLLenTy Ha JIeKapCTBEHHbIN npenapat (B Tom uncne chopmupoBaHHomy B hopme
3/IEKTPOHHOIO JOKYMEHTA B JIMYHOM KabwHeTe rpaKAaHMHA Ha eauHOM nopTtane M (uau) Ha
pervoHanbHbIX MOPTaNax rocyAapCTBEHHbIX M MYHUUMNANbHBIX YCAYT) U BKIOYEHHBIMW B MepeyeHb
NeKapcTBEHHbIX MpenapatoB W  ¢dapMaKoTepaneBTUYECKMX Tpynn  JIeKapCTBEHHbIX MpenapaTos,
paspeleHHbIX K peanu3auMM B PaMKax 3KCMEPUMMEHTA, YTBEPMKAEHHbIM  YNOJHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMOAHWUTENLHON BAACTM (33 WUCKAOYEHMEM JfleKapCTBEHHbIX MpenapaTos,
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cofeprKalmx HApKOTUYECKME CpeacTBa, MCUMXOTPOMHbIE BELLECTBA U UX MPEKYPCOpPbI, IEKAPCTBEHHbIX
npenapaToB, COAEpPKALMX CUNbHOAENCTBYIOLME BELWECTBA, paanodapmaleBTUYEeCKMX NeKAPCTBEHHbIX
npenapatoB, WMMYHOOMONOIMYECKUX NEKAPCTBEHHbIX MNpenapaTtoB, a TaKXKe JIeKapCTBEHHbIX
npenapaTtos, A8 KOTOPbIX B COOTBETCTBMU C MHCTPYKUMEN MO NPUMEHEHMIO IeKapPCTBEHHOro npenapaTa
YCTaHOBNEH TeMMepaTypHbId peum XpaHeHua HuxKe 15 rpagycos Lenbcus, cnvptocoaeprKalimx
NIEKAPCTBEHHbIX MNpenapaTtoB ¢ 0ObEMHOW nA0Jseld 3TUIOBOFO CAMPTA CBbile 25 npoueHToB U
JIeKapCTBEHHbIX MPenapaToB, M3roTOBNAEHHbIX anTeUYHbIMKM oOpraHM3auuamu). Kputepuu BKAOUYEHUN
NIEKAPCTBEHHbIX nNpenapatoB M dapmaKoTepaneBTUYECKUX TPynn NeKapCTBEHHbIX npenapaToB B
YKa3aHHbIM nepeyeHb YycTaHasnmBatTca [paButenbcTtBOom Poccuiickont @depepaunn. MonoxeHun
HACTOALLEN CTATbW He PacNpPOCTPAHAOTCA Ha JIEKAaPCTBEHHbIE NPenapaTtbl, OTAyCKaeMble 6ecnaaTHO uan
CO CKMAKOW rpaxgaHam, MMelLWMm NpaBo Ha obecneyeHne NEeKapCTBEHHbIMM NpenapaTtamu 3a cyeT
cpeacTB OloAKeTHbIX accMrHoBaHWM degepanbHoro bOtoaxetra u broaxkeToB cybbekToB Poccuiickol
depgepaunn.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3.  YyacTHMKamM  3KCNepUMMEHTa  ABAAIOTCA  YNOJIHOMOYEHHbIM  degepanbHbii  opraH
WCMONHUTENBHOW BAACTW, YNOJHOMOYEHHbIE WCMOJIHUTE/IbHbIE OpraHbl Cy6beKToB Poccuitckoi
depepaunn, MeamLMHCKME OpraHM3aLMM W anTeyHble OpraHun3aLMm, COOTBETCTBYIOLWME TPEBOBAHUAM,
YCTaHOB/IEHHbIM B COOTBETCTBMM C YaCTblo 4 HACTOALLEN CTAaTbM.

(8 pea. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

4, MonoxKeHne o NOpsAAKe NPOBeAEHNA IKCNEPUMEHTA, B TOM Yncie TpeboBaHMA K MeAULMHCKUM
OpraHM3auUMaAM M anTeYHbIM OpraHM3auMAaM, ABAAIOWMMCA YYaCTHUKAMM 3SKCMEepUMEHTa, MopsAaoK
OCYWIECTBNEHMUA  PO3HWYHOM TOPrOB/AIM  JIEKAPCTBEHHbIMM  MNpenapatamn 444  MeAMUMUHCKOro
NMPUMEHEHWA, OTMYCKaeMbIMU NO PeLenTy Ha JIeKapCTBEHHbIM npenapaT, AUCTaHUMOHHbIM crocobom,
TpeboBaHMA K AOCTAaBKE TaKMX IEKAPCTBEHHbIX NPenapaToB rpa)aaHam, Npasuaa Bbl4auu paspeLlleHus
Ha OCYLLECTBNIEHWE PO3HUYHOW TOProBAM JIEKAPCTBEHHbIMM MpenapaTamn  aaa MeLULMHCKOro
NPMMEHEHWA, OTMYCKaeMbIMU MO PeLEenTy Ha JIeKapCTBEHHbIM npenapaT, AUCTaHLUMOHHbIM criocobom,
yTBepKaaetca lMpasutenbctBom Poccuiickoit depepaumm. TpeboBaHMA K anTeYHbIM OpPraHU3aumam,
ABNAIOWMMCA YYaCTHMKAMM 3KCMEePUMEHTA, He MOryT 6biTb HUMMKe TpeboBaHWM, YCTAHOBAEHHbIX K
anTe4YHbIM OPraHM3auMam B COOTBETCTBUM € YacTblo 1.1 cTtaTbu 55 HacToAwero PeaepanbHOro 3aKoHa.

5. YnonHomoueHHbI deaepanbHblii opraH UCNOIHUTENbHOM BAACTHU:

1) ocywecTBnseT MeTOAMYECKOE COMPOBOMAEHWE ISKCMEPUMEHTA, BK/OYan MeToAMYEecKoe
COMPOBOXKAEHWE AEATENbHOCTU MEeAMULMHCKMX OPraHmn3aumnii U anTeyHblX OpraHn3aunii, y4acTByoWNUX B
aKcnepumeHTe, No 0GOPMIEHUIO, UCMONB30BAHUIO U XPAaHEHUIO PELLENTOB Ha SIeKapCTBEHHbIM Npenapar,
B TOM Yncne cGopmMmnpoBaHHbIX B POpPME 3NEKTPOHHbBIX JOKYMEHTOB;

2) npepctaBnaetr B [paBuTenbcTBo Poccuiickoir ®degepaumy npeasapuTenbHblii (B nepuos,
npoBeAeHUa 3KCMepUMeHTa, HO He nosgHee Yyem 3a ABa MecALa [0 MCTeYeHWs CPoKa nposBeaeHun
3KCnepmmeHTa) U UTOroBbIN (MO OKOHYaHMM IKCMNEPUMEHTA, HO He No3dHee 4Yem uyepes ABa mecAla
nocne UcCTeYeHUA CPoKa MpPOBeAeHMsA 3KCMepumeHTa) [AoKnaabl O pesynbTaTax nposedeHuA
JKCNepMMeHTa W NpPeasioXeHWs O BHECEeHWM M3IMEHEeHW B 3aKoHOoAATeNnbLCcTeo 06 ob6palieHun
NIeKapCTBEHHbIX CPeacTs.

6. YNONHOMOYEHHbIN MCNOAHUTENbHbIV OpraH cybbekTa Poccuitickoii degepaumu:
(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) BnpaBe yCcTaHOBUTb 0COHEHHOCTM NPOBeAeHUA SKCNEPUMEHTA;

2) yTBeprKAaeT NopadoK oTbopa MeAMUMHCKMX OpraHu3auMii M anTeyHblX opraHusauuin ans
y4yacTMa B 3KCMEpPUMEHTE, a TaK)Ke NPOoBOAWUT TaKoM OTOOp U yTBep)KAaeT nepedyeHb MeAULMHCKUX
opraHM3auuii U NepeyYeHb anTedyHbIX OpraHM3aUnini, COOTBETCTBYIOWMX TpeboBaHUAM, YCTaHOBNEHHbIM B
COOTBETCTBUM C HaCTbio 4 HACTOALLEN CTaTbM, U ABAAIOLLMXCA YHACTHUKAMM SKCNEPUMEHTA;
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3) ocywecTBNfeT MOHUTOPUHI MPOBEAEHWNA 3KCMepuMeHTa W NPeACTaBAAeT ero pesy/bTaTbl B
YNOJHOMOYEHHbIV PpesepanbHblil OpraH UCNONHUTENIbHOM BAACTY;

4) obecneunmBaeT MHPOPMALMOHHO-TEXHUYECKOE obecrneyeHne nNpoBeAeHUA ISKCNepumMeHTa
NnocpeAcTBOM  MCMNO/Ib30BaHUA  rOCyAapCTBEHHOM  MHPOPMAUMOHHOM  cucTemMbl B cdepe
3/lpaBooOXpaHeHuA cybbeKkTa Poccuiickoint Peaepaumnm 1 (M) meauUMHCKUX MHPOPMALIMOHHbBIX CUCTEM
MeAUNLMHCKMX OpraHM3aumni, ABAAIOWUXCA YYaCTHMKaMM ISKCNEePUMEHTa, U UX B3aMMOAENCTBMA C
eNHOM rocyaapcTBeHHON MHGOPMaLIMOHHOM cUcTeMon B chepe 34paBOOXPaHEHUA.

7. MeauUMHCKME oOpraHM3auuM W anTeyHble OpraHU3aumMu BnpaBe OTKa3aTbCA OT yyacTus B
3KCnepumeHTe, NoAaB B YNOAHOMOYEHHbIN UCNOMHUTENbHBIN opraH cybbekTa Poccuiickolh ®eaepaumu
cooTBeTCTBYtOlLee obpalleHme B NMCbMeHHOW dopme.

(B pea. PegepanbHoro 3akoHa ot 08.08.2024 N 232-93)

8. AnTeuyHble opraHM3aumMn, ABAAIOWMECA YYAaCTHMKAMM IKCNEpPUMEHTa, 0653aHbl Npy Npoaake
ANCTaHUMOHHbIM  cnocobomM  NeKapCTBEHHOro npenapata  ANs  MeAUUMHCKOro  MPUMEHEHMS,
OTNYCKAaeMOro Mo PeLenTy Ha JIEKAapCTBEHHbIM npenapat, obecneynTb Npu OCyLLEeCTBJAEHUN LOCTABKU
NOEHTUOMKAUMIO NIMYHOCTM TparkAaHWHA, MOMY4YaloWero TAaKoW JIeKapCTBEHHbIM npenapaTt, B Lensx
YCTaHOB/IEHWNA COOTBETCTBMA €r0 JIMYHOCTM U /IMLA, YKA3aHHOTO B PELLeNnTe HA JIEKAPCTBEHHbIM nNpenapat
(ero 3akoHHOro npepcrtasuTens), AM60O AMLA, YNOJHOMOYEHHOTO JIMLLOM, YKasaHHbIM B peLenTe Ha
JIeKapCTBEHHbIV Npenapar (ero 3aKOHHbIM NPeACTaBUTEIeM), Ha NOJlyYeHME JIEKAPCTBEHHOIO Npenapara
(manee B HacToALWEN CTaTbe - ML, YKa3aHHOE B peLenTe (3aKOHHbIN NpeAcTaBUTe b, YNIOJIHOMOYEHHOE
o).

9. JMuo, ocyuwecTeasiollee [OCTAaBKY JIEKAPCTBEHHOrO rpenapata  Ans  MeaMUUHCKOro
NPMMEHEHMA, OTNYCKAaeMOro No PeuenTy Ha JIeKapCTBEHHbIM npenapat, obssaHo noTtpebosaTb y
rpa’kgaHuWHa, MOAyYaloWero  TaKoM  NIeKapCTBEHHbIM  npenapaT, MpeabaBUTb  OOKYMEHT,
YAOCTOBEPAIOWMIA €ro IMYHOCTb, ANA MAEHTUOUKALMUM IMYHOCTM ITOrO rpaxKkgaHuHa U yCTaHOBAEHUA
COOTBETCTBMA €ro JIMYHOCTM M WUa, YKas3aHHOro B peuenTe (3aKOHHOro npeacTaBuUTens,
YNOAHOMOYEHHOTO MLA). B cayyae BbiBAEHWA HECOBNAZEHMA IMYHOCTU rparkaaHuHa, No/ydatoLero
NeKapcTBeHHbI nNpenapaT, M /AMUa, YKasaHHOrO B peuenTe (3aKOHHOro npeacTaBUTENS,
YNOAHOMOYEHHOIO /ML), a TaKKe B C/Ay4yae OTKasa rpak4aHuWHa, MONY4YaloLLero NeKapCTBEHHbIN
npenapar, NPeabABUTb SOKYMEHT, YAO0CTOBEPAIOWNIA €r0 IMYHOCTb, ML, OCYLLECTBAAIOLLEE AOCTABKY
JIeKapCTBEHHOro npenapata Ana MeAUUMHCKOTO MNPUMEHEHUsi, OTMyCKaemoro no peuenty Ha
JIeKapCTBEHHbIM npenapat, 06A3aHO BEPHYTb TaKOW JIeKAPCTBEHHbIM nNpenapaT B anTeYHYyto
OpraHu3aumio.

10. MoartBepxaeHvem ¢aKTa nepegayym NeKapCTBEHHOrO Mnpenapata Ans MeAMLUMHCKOro
NPUMEHEHWA, OTMYCKAaeMOoro no peulenTy Ha JIeKapCTBEHHbIW Npenapart, MLy, yKasaHHOMY B pelenTe
(3aKOHHOMY NpeacTaBUTENIO, YNOJIHOMOYEHHOMY JiMLY), ABAIOTCA KAacCOBbIM YEK W MoAnMucb anua,
MOJIYYMBLUErO TAKOM JIeKAapCTBEHHbIV NpenapaTt, Ha AOKYMEHTE O MOJIyYeHWU TAKOTo JIEKAPCTBEHHOMO
npenapata no ¢opme, yTBEPKAAEMOMN YNONHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOAHUTENbHOW
Bnactu. locne nepepayM NeKapCTBEHHOro npenapaTta /uuUy, yKasaHHOMY B peuente (3akoHHOMY
npeacTaBuUTeNto, YNOJAHOMOYEHHOMY AMUY), 3TOT AOKYMEHT Mepenaetca /AWLOM, OCYLLECTBUBLLMM
[AOCTaBKYy TaKOro /IeKapCTBEHHOro npenapaTta, B anTeyHyl OpraHM3auMio, OCYLEeCTBMBLUYIO OTMYCK
NeKapcTBeHHOro npenapaTta. B cayyae BbiAaBAeHMA NpW nNepegaye /MUy, YKasaHHOMY B peuenTe
(3aKOHHOMY npeacTaBuTeNto, YNOJIHOMOYEHHOMY /MUYy), /IeKapCTBEHHOro npenapaTa ¢aKTos
MEXaHWYECKOro MNOBPEXAEHMA €ro WAM €ero YnaKoBKM TaKOM NeKapCTBEHHbIM MpenapaTt AULOM,
YKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBuUTeNeM, YNOJAHOMOYEHHBIM NULOM), HE MPUHMMAETCA U
BO3BpallaeTca 6e3 ero onnatbl /MLy, OCYLLECTBMBLUEMY AOCTaBKY JIeKapCTBEHHOro npenapata u
obecneuynBaloL,EemMy ero BO3BpaT B anTeyHyo OpraH13aumio.

11. 3a HapyweHua 3akoHoaaTenbCcTBa Poccuiickoit ®eaepaumn, coBeplueHHble Npy NpoBeaeHnn
3KCMEPUMEHTa, €ero Y4YaCTHMKM HEeCyT OTBETCTBEHHOCTb, YCTAaHOBJ/IEHHYID 3aKOHOAATE/IbCTBOM
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Poccuitckoit epepaumn.

12. KoHTponb 3a wucnonHeHWem TpeboBaHMWN, CBA3AHHbIX C MPOBEAEHMEM 3SKCMEPUMEHTA,
ocyuiecteaseTca denepasbHbiM OPraHOM WCMOAHUTENBHOM BAACTWU, OCYLLECTBAAIOWMM GYHKUUM NO
KOHTPOJII0 M Haa30py B chepe 34paBoOOXpPaHEHMUA, B NOPALKe, ycTaHOBAeHHOM PefepasibHbIM 3aKOHOM
oT 31 uiona 2020 roga N 248-d3 "O rocyaapCTBEHHOM KOHTpone (Haa3ope) M MyHUUMMANAbHOM
KoHTpose B Poccuitickoit Pepepaunn’.

CraTba 56. M3roToBneHne 1 OTNYCK IeKapCTBEHHbIX NpenapaTos

1. M3rotoBneHWe NEeKapCTBEHHbIX MPEnapaToB anTe4yHbIMWU OpPraHM3auMAMW, BeTEPUHAPHbLIMU
anTeYHbIMW  OPraHM3aUMAMM, WMEIOWMMMN  JINLEH3UIO HA  GapPMALLEBTUMYECKYHO AEeATEe/IbHOCTD,
OCYLLECTBNAETCA MO peuenTam Ha JIeKapCTBEHHble MpenapaTbl, NO TpeboBaHMAM Me[MULMHCKUX
OpraHu3aumii, BETEPMHAPHbIX OPraHM3aLMii UM OpraHn3aunin (MHANBMAYaANbHbIX NpegnpuHMMaTeneit),
OCYLLECTBAAOLWMNX pPa3BefeHME, BbIPaLLMBAHME N COAEPIKAHME KUBOTHbIX, B COOTBETCTBMM C NPaBUIAMU
M3rOoTOBJAEHMA M OTMNYCKA JIEKAPCTBEHHbIX MPENApaToB, YTBEPKAEHHbIMU  YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOHUTENIbHOM BNACTU.

(8 pea. PegepanbHbix 3akoHoB 0T 05.12.2022 N 502-$3, o7 30.12.2021 N 463-93)

2. MNpw M3roTOBAEHUM NEKAPCTBEHHbIX NPENApPaToB anTe4YHbIMM OPraHM3aunAMM, BEeTEPUHAPHbBIMMU
anTeYHbIMW  OPraHM3aLMAMK, UMEOWMMU  ANLEH3NIO Ha  GapMaLEBTUYECKYID  OeATENbHOCTD,
MCMO/Ib3YIOTCA JIEKAPCTBEHHbIE MpenapaTbl M (Man) dapmauesBTMUecKne cybCTaHLMKM, BKJIOYEHHblE
COOTBETCTBEHHO B rOCYapPCTBEHHbIA PeecTp IeKapCTBEHHbIX CPEACTB A8 MEANLMHCKOTO NPUMEHEHUS,
rocyapCTBEHHbIA PeecTp /IeKapCTBEHHbIX CPEACTB ANA BETEPUHAPHOIOo NPUMEHEHUA, eAMHbIN peecTp
3aperncTpUpoBaHHbIX 1IEKAPCTBEHHbIX CpeacTB EBPA3MIACKOro 3IKOHOMMYECKOro COK3a, eAMHbIN peecTp
3aperncTpupoBaHHbIX BETEPUMHAPHbLIX JIEKAPCTBEHHbIX Mpenapatos EBpa3sMCKOro 3KOHOMWYECKOro
COlo3a B YCTaHOB/JEHHOM nopsagke. He ponyckaetca W3rotoBsieHWE anTeYHbIMW OpraHu3aunamm,
BETEPMHAPHbIMW  ANTEYHbIMW  OPraHU3aLUAMM, WMEWMMU ULEH3NIO Ha dapmaLLeBTUYECKYIO
OeATeNbHOCTb, IEKAPCTBEHHbIX MPENApPaToB, 3aPerucTpMpoBaHHbIX B Poccuinickon Pepepauumn nmbo B
COOTBETCTBUM C aKTaMM, coCTaBAALLWMMM npaso Cotosa.

(B pea. PepepanbHbix 3akoHoB 0T 05.12.2022 N 502-$3, o1 30.01.2024 N 1-93)

3. MapKupoBKa /1IeKapCTBEHHbIX MNPENapaToB, M3rOTOBAEHHbIX anNTeYHbIMM OPraHU3aUMAMM,
BETEPUHAPHLIMM  ANTEYHbIMU  OPraHU3aUMAMM, UMEIOLWMMU NULEH3UID Ha dapMaLLEBTUYECKYIO
0eATeNbHOCTb, U 0POpPMIEHME TaKMX NPenapaToB AO/KHbI COOTBETCTBOBATb NpPaBM/iaM, YKa3aHHbIM B
yactu 1 HacToALWel CTaTbm.

(B pen. PepepanbHoro sakoHa ot 05.12.2022 N 502-93)

4. AnTeyHble OpraHuWsaLMW, BeTEPUHAPHbIE anTeyHble OpraHM3auuu, UMelolme JINLEH3UIO Ha
dapmaLeBTMUECKYIO AeATe/IbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecoblogeHne NPaBuUA U3rOTOBIEHUA U
OTMNYCKa NeKapCTBEHHbIX NpenapaToB B COOTBETCTBMMU C 3aKOHOA4aTeIbcTBOM Poccuitckoit degepaumu.

(B pen. PegepanbHoro 3akoHa ot 05.12.2022 N 502-93)

CraTba 57. 3anpeLueHue NPOAAXKM OTAENbHDbIX 1IEKAaPCTBEHHbIX CPeACTB
(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 292-93)

1. 3anpewaetca npoaaxa banbCcnPUUMPOBaHHbBIX NleKapCTBEHHbIX CpeAcTs,
HeL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhaKTHbIX 1EKAPCTBEHHbIX CPEACTB.

2. 3anpeLLaeTca npoaarka:

1) NEKapPCTBEHHbLIX Mpenapatos AOaa MeAUUUHCKOro npumeHeHumAa, B OTHOWEHUN KOTOPbLIX B
cncreme MOHUTOPUHIa ABUXKEHUNA NEKAPCTBEHHbLIX npenapatoB AnAd MeaAUUUMHCKOTro npumMmeHeHuA
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OTCYTCTBYIOT CBEAEHMS O HaAHeCeHWW CcpeacTs uaeHTudMKaumm u (Mau) cBegeHuMs O BBOAE B
rpa*kaaHcKknin obopor;

2) NneKapcTBeHHbIX MpenapaToB ANA MEeAMUMHCKOrOo MNPUMEHEHMA, B OTHOLWIEHMM KOTOPbIX
ocyuwiectsneHa 6N10KMPOBKA BHECEHWA B CUCTEMY MOHUTOPUHTA ABUMKEHWUA NEKAPCTBEHHbIX NpenapaTos
ANA MeagUMUMHCKOro NMpUMEHEeHUs CBEAEHWI O BBOAE B rpakAaHCKMi obopoTt, o6 obopote mam o
npekpaLweHnm obopoTa;

3) NeKkapCTBEHHbIX MpenapaTtoB AN MEAULMHCKOTO MNPUMEHEHUS, MPUMEHEHUE KOTOPbIX
NPWUOCTAHOB/IEHO MO PELIEHMIO YNOJIHOMOYEHHOTO deaepanbHOro opraHa UCNOIHUTENbHOM BacTy;

4) nekapcTBEHHbIX NPenapaToB 418 MeAUUMHCKOTO NPUMEHEHWA, TPaXKAAHCKMI 060POT KOTOPbIX
npekpaLleH;

5) NEeKapCTBEHHbIX NpenapaToB ANA MEANUNHCKOIo NnpumeHeHunA, CPOK rogHOCTU KOTOPbIX UCTEK;

6) NeKapcTBeHHbIX NpenapaTtoB ANA MeAULIMHCKOrO NMPUMEHEHUs, B OTHOLIEHUW KOTOPbIX He
cobnogeHbl TpeboBaHMA, onpeaeneHHble Ha OCHOBaHUM YacTu 5 ctatbu 67 HacTosAwero PepepanbHoOro
3aKoHa.

3. [leicTBME MONOXKEHMIN YacTU 2 HACTOALLEN CTaTbM He PaACMPOCTPAHAETCA Ha JIeKapCTBEHHbIe
npenapartbl, yKaszaHHble B 4acTh 7.1 ctaTbn 67 HacToAwero deaepaibHOro 3aKOHa.

4. MNopAAoK NPUMEHEHUA MONOMKEHWUIA YacTM 2 HACTOALWEN CTaTbM U CPOKM NPUMEHEHUA TaKoro
nopsAKka yctaHasauBatotca Mpasutenbctsom Poccuitickolt degepaumm.

CTaTbA 58. XpaHeHMe NeKapCcTBEHHbIX CPeACTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBASAETCA MNPOU3BOAMTENAMMU JIEKAPCTBEHHbIX
CPeacTs, OpraHU3auMsAMM  OMNTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM,  anTeYyHbIMM
opraHMsaumamm, BETEPUHAPHbIMU anTeyHbIMm opraHuM3aumamm, WMHAMBUAYANbHBIMU
npeAnpUHUMATENIMUN, UMEIOLLMMM NNLEH3UIO Ha papMaLeBTUUYECKYIO AeATEIbHOCTb UAN IULLEH3UIO Ha
MEANUMHCKYIO OeATeNbHOCTb, MeAULMHCKUMU OpraHu3auMamMM, BETePUHAPHbIMU OpraHM3auMAaMU U
WHBIMM  OpraHM3auMsaAMK, OCYLLECTBAAIOWMMM O0bOpalleHne JIeKAPCTBEHHbIX CpeacTs. XpaHeHue
NIeKapCTBEHHbIX CPeACTB ANA BETEePUMHAPHOro MPUMEHEHUS OPraHM3auMAaAMU U UHAMBUAYANbHbIMU
NpeanpuUHUMATEN MM B C/IyYasX, €C/IM OHW  UCMOJMb3YIOTCA WUCKAKOUYMTENIbHO MpPU  pasBefeHuM,
BbIPALLMBAHMM, COAEPKAHUN N NEUEHNN KUBOTHBIX, MOXKET OCYLLECTBAATLCA 6e3 nonydyeHusa AULEeH3UM
Ha GapmMaLEeBTUYECKYIO AeATEeNbHOCTb.

(8 pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasuna XpaHeHunA NEeKapCTBEHHDbIX cpeacte yTBEPXKOAIOTCA COOTBETCTBYHOLWMM
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom WCMNOJIHUTENIbHOM BNACTMU.

3. XpaHeHMe HapKOTMYECKUX JIeKapCTBEHHbIX CPeACTB, MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPe/CTs,
pagModapmaLeBTUUYECKMX  NIEeKAPCTBEHHbIX  CPeACcTB  OCYLEeCTBASeTCA B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit degepaumu.

Cratba 58.1. MpeaMeTHO-KONIMYECTBEHHbIN y4yeT JIeKAapPCTBEHHbIX CPeAcTB ANA MeAULIMHCKOro
npUMeHeHusn

(eBepeHa DepepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)
1. lMepeyeHb NEKapCTBEHHbIX CPEACTB ANA MEeAMUMHCKOro MNPUMEHEeHUa, nognexawmx

NpeaMeTHO-KONMYECTBEHHOMY YYeTy, YTBepXAaeTca YNo/JHOMOYEHHbIM deaepasnbHbiM  OpraHoM
NCMNONHUTENbHOW BNACTU.
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2. MopAAOK BKAOYEHUA NIEKApPCTBEHHbIX CPEACTB ANA MEeAULMHCKOTO MPUMEHEHUA B MepeyeHb
JIeKapCTBEHHbIX CPEACTB AN1A MeANLMHCKOTO NPUMEHEHUA, NOANEXKaLWMX NPeaMeTHO-KOAMYEeCTBEHHOMY
y4yeTy, YCTaHaB/AMBAETCA YMNOJHOMOYEHHbIM denepasibHbIM OPraHOM WCMNOAHUTENbHOM BAACTU NO
cornacosaHuio c degepanbHblM OPraHOM WCMAOHUTENBbHOM BAACTW, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHUX Ae.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MNpeAMEeTHO-KO/IMYECTBEHHbIN yYeT NeKapCTBEHHbIX CPeACTB A1 MeAMLUMHCKOro NpuMeHeHus
BegyT NMPOU3BOAMTENN JIEKAPCTBEHHbIX CPeACTB, OPraHM3auMM ONTOBOW TOPrOB/AWM NE€KAPCTBEHHbIMU
CpeAcTBamMM, anTeyHble OpraHM3aunn, NHAMBUAYA/bHbIE NPEANPUHUMATENM, UMEIOLLME NIULEH3UIO Ha
dbapmaLeBTUYECKYIO OeATeIbHOCTb MAWU NINLEH3UI0 HA MEAMUMHCKYIO OeATeNbHOCTb, U MeguLMHCKMe
OpraHuM3auMM, ocylecTBasiowmMe obpalleHne IeKapCTBEHHbIX CPeacTB 418  MeAMUMHCKOro
NPUMEHEHWA, NyTEM PerncTpaumm nbbiX CBA3AHHbLIX C MX obpalieHVMemM onepauuii, Npu KoTopbIX
N3MEHSETCA UX KOZIMYECTBO M (MN1IM) COCTOAHME, B CMELManbHbIX KypHaiax yyeTa onepauui, cBasaHHbIX
c obpalweHMem NeKapCTBEHHbIX CPeacTB A1 MeOMUMHCKOro NpuMMeHeHus (ganee - cneumanbHble
KYPHanbl).

4, MpaBuna perucTpauumn onepawymii, CBA3aHHbIX C O0BpaLLeEHMEM NIEKAPCTBEHHbIX CPeacTB ANSA
MEeAMLMHCKOrO MPUMEHEHMUA, BKAIOYEHHbIX B MepedyeHb JIeKapCTBEHHbIX CPeAcTB AA MeAMLMHCKOro
NPUMEHEHUA, NoA/exalluX NpeaMeTHO-KOIMYECTBEHHOMY YUeTY, B CNeumasbHbIX 3KypHanax 1 npasuia
BEAEHUA W XpaHEHMA CrneumanbHbIX KYPHAJIOB YTBEPKAAKTCA YNOJHOMOYEHHbIM deaepanbHbIM
OPraHOM MUCNONTHUTE/IbHOW BNACTW.

5. KoHTposib 3a cobatogeHuem npasBua PerucTpauum onepaumit, cBA3aHHbIX C obpalieHuem
JIeKapCTBEHHbIX CPeacTB A1 MeAMUMHCKOrO NMPUMEHEHMUA, BK/IIOYEHHBIX B NepeyeHb JIeKapCTBEHHbIX
CPeacTB Ana MeAUUMHCKOrO MNPUMEHEHUA, NoA/eKallMx npeaMeTHO-KONNMYEeCTBEHHOMY Y4YeTy, B
cneumanbHbIX KypHanax, a Take 3a cobaiogeHuem npasBua BeAeHUA U XPaHEHUA CchneumanbHbIX
YPHaNOB BO3naraetcs Ha YnosHOMOYEHHble deaepanbHble OpraHbl MCMOAHUTENbHOW BAACTU M
NCNONHUTENbHbIE opraHbl cybbekToB Poccuitickoint depepaumn, ocywecTBaasOlWME NULEH3NPOBaHME
Npou3BOACTBa /IeKapCTBEHHbIX CcpeacTB, dapmaLeBTUYEeCKON AeATEeNbHOCTM U MeAMLMHCKOM
0eATeNbHOCTU, U OCYLLECTBAAETCA B PpaMKax NMNLEH3UOHHOMO KOHTPOAA.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Fnasa 11. YHU4TOXKEHME NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHWA U NOPAAOK YHUUTOXKEHUA NeKapCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHble JIeKapCTBEHHble cpeacTsa, ¢anbCcUUUMPOBAHHbIE JIEKAPCTBEHHbIE
cpencTea noasexar MU3bATUMI0O M3 0bOpalleHMs M YHUUTOXKEHWUIO B MNOpPAAKe, YCTaHOBJEHHOM
MpasuTtenbctBom Poccuiickon ®Pepepaummn. OCHOBAHMEM A1 YHUUYTOXKEHWUS JIEKAPCTBEHHbIX CPeacTB
ABNAETCA  pelleHWe  BnadenbLa@  JIeKAPCTBEHHbIX  CPeACTB,  pPeLeHMe  COOTBETCTBYHOLLEFO
YyNoJIHOMOYEHHOTro peaepasibHOro opraHa UCNONHUTEIbHOM BAACTU UK pelleHne cyaa.

(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadaKTHble NEKAPCTBEHHbIE CPEACTBA NOANENKAT U3BATUIO U3 0OPALLEHUA U YHUUTONKEHUIO
no pelweHnto cyaa. MopaaoK YHUUTOXKEHUA KOHTPadaKTHbIX IeKapCTBEHHbIX CPeACTB yCTaHaB/AMBaeTCA
Mpasutenbcteom Poccuitickoin ®eaepaumn.

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogdpl, CBAi3aHHble C YHWYTOMKEHMEM KOHTPadaKTHbIX /IeKAPCTBEHHbIX CPeacTs,
HeA06pPOKAYECTBEHHbIX /IEKAPCTBEHHbIX CPeacTs, ¢anbCUPUUMPOBAHHbLIX IEKAPCTBEHHbIX CPeACTs,
BO3MELLLAIOTCA UX BNALENbLEM.

4. Bnagenel, NEeKapCTBEHHbLIX CpeacTB AOIXKEH NpeacTtaBuUTb B ynOl’IHOMO‘-IGHHbIﬁ q>e,u,epaanb|171
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opraH NCNOJIHUTENbHON BNACTU AOKYMEHT U/IN 3aBEPEHHYIO B YCTAaHOBJIEHHOM MNoOpAAKe ero Konuio,
noareepxgatowme d)aKT YHUYTOXKEHUA NEKAPCTBEHHbLIX CPeAacTB.

5. CooTBeTCTBYIOWMIA YNONHOMOYEHHbIM denepanbHbli  OpraH  WCMOAHWUTENbHOW  BNACTH,
MPUHABLWINIA pelleHne 06 YHUUTOXMEHMM NIeKAPCTBEHHbIX CPeACTB, OCYLLECTBAAET KOHTPO/b 3a WX
YHUUTONKEHMEM.

6. YHMUTOMKEHME JIEKApPCTBEHHbIX CPeacTB MPOM3BOAUTCA OPraHU3aLMaMM, MMEILWMMN
COOTBETCTBYHOLLYIO IMLEH3MIO, Ha CeuuanbHO 060pyA0BaHHbIX MOLAAKAX, NOJMIOHAX U B CeunanbHO
0b60pya0BaHHbIX NOMeLLEeHUsX ¢ cobntoaeHnem TpeboBaHU B 061aCTM OXpaHbl OKpYXKatoLLel cpeabl B
COOTBETCTBUM C 3aKOHOAaTeNbcTBOM Poccuiickoit deaepaumn.

7. HapKoTMYeckne JfieKapCTBEHHble CPeacTBa, MNCUXOTPOMHbIE J/IEKAPCTBEHHbIE CPeacTBa,
paanodapmaleBTUYECKME  NIeKApPCTBEHHble  CPeACTBa  YHMUTOXKAOTCA B COOTBETCTBUM €
3aKoHoaaTenbcTBoM Poccuiickon Peaepaunu.

Fnasa 12. TOCYAAPCTBEHHOE PENY/INPOBAHMUE LIEH
HA NNEKAPCTBEHHbIE NPENAPATbI ANnd MEAULUUHCKOIo NPUMEHEHUA

Cratba 60. locygapcTBeHHOe peryivMpoBaHuMe LUEH Ha JieKapCTBEeHHble npenapaTbl AnaA
MeAULUHCKOro NPUMeEHeHUsA

1. TocypapCTBEHHOE peryiMpoBaHME LEeH Ha NeKapCTBEeHHble MnpenapaTtbl A1A MeAULMHCKOro
NPMMEHEHWSA OCYLLECTBAAETCA NOCPEACTBOM:
(8 pea. PengepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepkaeHua MpasutenbctBom Poccuinckoin Pegepaumnn nepeyHs KM3HeHHO HeobXxoauMbIX U
BaXKHEMLUMX NEKAPCTBEHHbIX MpenapaToB, KOTOPbIA GOpPMUPYETCA U HE pexe OAHOro pasa B rog
nepecmaTpuBaeTcs B YCTAHOBJEHHOM MM NOPAZKE Ha OCHOBE KOMMJIEKCHOM OLLEHKM NeKapCTBEHHbIX
npenapaTtoB, BK/AOYAA aHaAM3 CBEAEHUW O CPaBHUTENbHOM KAMHUYECKOM 3OPEKTUBHOCTU U
6e30MacHOCTN JIEKAPCTBEHHOTO CPeACTBa, OLLEHKY 3KOHOMMYECKUX MOCneAcTBMA  NPUMEHEeHUs
NIeKapCTBEHHOIO CPeACcTBa U M3YyYeHME AOMNONHUTE/IbHbIX NOCNEeACTBUIA NPUMEHEHUA IEKAPCTBEHHOIO
CpeAacTBa;

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-3, ot 13.07.2020 N 206-93)

2) yTBEPXKAEHMA METOAMKM pacdeTa npedenibHbiX OTMNYCKHbIX LUeH npousBoguTenei Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHU3HEHHO HEeOoOXOAMMbBIX M Ba*KHEMLUX
NIeKapCTBEHHbIX NPENApPaToB, a TaKXKe BHeAPEHUA MexaHn3moB GOpPMMPOBAHUA CUCTEMbI pedepeHTHbIX
LeH;

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-d3)

3) rocypapCTBEHHOW  peructpaumm  npefesbHblX  OTMYCKHbIX LLeH Npou3BoauTeneli  Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeobBXOAUMbIX W BarKHEWLWWX
NleKapcTBEHHbIX NpenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BepeHMA roCcyAapCTBEHHOro peecTpa MnpedesfibHbiX OTMYCKHbIX LUEH MNpou3BoAmUTENel Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblIE B MepevYeHb KU3HEHHO HeOoOXOAUMbIX W BarKHEWLW WX
JleKapCTBEHHbIX NPenapaTos;

5) yTBEPHKAOEHNA METOANKU YCTAHOBNEHUA UCNONTHUTE/IbHBIMWU OpPraHamMu CY6'bEKTOB Poccuitckoit
d>e,u,epau,MM npegenbHbIX pa3mepoB ONTOBbIX Ha,ﬂ,6aBOI-( M npegenbHbIX pa3meposB PO3HUYHDbIX Ha,ﬂ,6aBOK
K d)aKTVI‘-IECKMM OTNYCKHbIM U€HaMm, YCTaHOBJIEHHbIM MNMPOU3BOAUNTENAMU NEKAPCTBEHHbLIX NMPEnapaTos,
Ha NeKapCTBEHHbIE MpenapaTbl, BK/JKOYEHHbIE B Nnepe4vyeHb XU3HEHHO HEO6XOAMMbIX N BaXKHEMLWUX
NNEKapPCTBEHHbIX MPENapaTos,
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(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

6) ycTaHOBMEHUA MpefenbHbIX pPA3MepoB OMNTOBbIX HaAOaBOK W MNpefesibHbIX Pa3sMepoB
PO3HUYHbIX HaAbaBOK K (GAKTUYECKMM OTMYCKHbIM LEHaMm, YCTaHOBJEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPenapaToB, Ha NEKAPCTBEHHble NpPenapaTtbl, BKAOYEHHble B MEPEYEHb YKUIHEHHO
HEOHXOAMMbIX U BaXKHENLLUMX NEKAPCTBEHHbIX MPENapaTos;

6.1) onpepenenus MpasuTtensctBom Poccuiickon depepaummn nopsaka LeHoobpasoBaHWA Ha
He3aperncTpmpoBaHHble NEKAPCTBEHHbIEe npenapaTtbl ANA MeAULMHCKOrO MNpPUMEHEHUA, KOTopble
BBE3eHbl B Poccuiickyto Peaepaumio Ana okasaHUA MeanLMHCKON MOMOLUM MO *KM3HEHHbIM MOKa3aHUAM
KOHKPETHOro NauMeHTa u MeXxayHapoaHble HeNnaTeHTOBaHHbIE, MW TPYNMNUPOBOYHbIE, NN XUMUYECKUEe
HAaMMEHOBaAHMA KOTOPbIX COAEP!KaTCA B MNEepPeyHe HKUIHEHHO HeobXxoAuUMbIX U BarKHEMLKUX
JIeKapCTBEHHbIX NPenapaTos;

(n. 6.1 BBeaeH dPeaepanbHbiM 3akoHoM oT 30.01.2024 N 1-3)

7) yTBepXAaeHMA nMopsfaKka BblAaun MpPeanncaHuMii  UCMOJIHUTENbHbIM  OpraHam CybbeKkToB
Poccuiickoin ®egepaumm o npMBeAeHUN B COOTBETCTBME C 3aKOHO4aTeNbCTBOM Poccuiickoin deapepaunm
peweHnin o6 ycTaHOBJEHUU NpeaebHbIX PAa3sMEPOB OMTOBbIX HaAbaBOK U MpeAe/bHbIX PasmMepoB
PO3HUYHbIX Ha,ﬂ,6aBOK K d)aKTVI'«IeCKMM OTNYCKHbIM UeHaM, YCTaHOBJIEHHbIM Mpoun3soanTenamumn
JIeKapCTBEHHbIX MPEnapaTtoB, Ha JIeKapCTBEHHble Mpenapatbl, BK/AOYEHHble B MepeyeHb MKU3HEHHO
HEOOXOAMMbBIX W BaKHEMLWMX JIEKApPCTBEHHbIX MPENApaToB, €C/AM OHW MPUHATbI C HapyLIEHMEM
3aKoHoZaTesibcTBa Poccuinickont Pegepaumn, B nopsagKke, yctaHosaeHHom [paButesnibctBom Poccuinckom
depepauuny;

(8 pea. PenepanbHoro 3akoHa ot 08.08.2024 N 232-93)

8) HanpaBneHus yYNOJIHOMOYEHHbIM deAepanbHbIM  OPraHOM  UCMOJIHUTENIbHOM  BAAcTU
MCMNONHUTENbHBIM OpraHam cybbekToB Poccuitickolt ®depepaumy npeanucaHnini o NpuBeseHUN B
COOTBETCTBME C 3aKOHOAATeNbCTBOM  Poccuiickoii  degepaumy  MPUHATbIX  C  HapyLWeEeHWem
3aKoHogaTenbcTBa Poccuiickoit depepaumn peleHnin 06 yCTaHOBAEHUW NpeaesbHbIX pPasMepos
ONTOBbIX HAaAbGaBOK M NpeaefibHbIX Pa3MEPOB PO3HMYHbLIX HaA0aBOK K LLEHAM Ha /J1eKapCTBEHHble
npenapatbl, BKAOYEHHblE B MEPEYEHb MKU3HEHHO HEOBXOAMMbBIX W BaXKHEMLLMX JIeKapCTBEHHbIX
npenaparos;

(8 pea. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

9) ocyuwecTtBieHus deaepanbHOro rocyAapcTBEHHOro Hagsopa B cdepe obpauieHuA
JIeKapCTBEHHbIX CPeACTB M PErvMoHasIbHOrO roCyAapCTBEHHOrO KOHTPOJIA 3a NMPUMEHeHWeM LeH Ha
JIeKapCTBEHHble  MpenapaTtbl COOTBETCTBEHHO  YMONHOMOYEHHbIMM  defepanbHbIMM  OpraHammu
NCNOJIHUTENbHOWN BIACTU M UCNONHUTENbHBIMM OpraHamu cybbekToB Poccuitickot ®egepaLmm cornacHo
MX KOMMNEeTEHUUM B NopsaKe, ycTaHoBAeHHOM MpasuTtenbcTBom Poccuinckoin ®epepaumnu;

(B peq. PegepanbHbix 3aKoHOB 0T 25.06.2012 N 93-d3, ot 08.08.2024 N 232-d3)

10) npumeHeHMA nNpPesyCMOTPEHHbIX 3aKoHoZaTenbcTBOM Poccuiickoit depepaumm  mep
OTBETCTBEHHOCTM 3a HapylleHue nopagka UeHoobpa3oBaHMA Ha J/IeKapCTBEHHble npenapaTsbl,
BK/HOYEHHbIE B NEePeYEeHb }KU3HEHHO HEOBX0AMMBIX U BaXKHEMLLNX 1EeKapCTBEHHbIX NPenapaTos.

(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycn0oBMAX YpesBbluaiHOM CUTyaUuKM U (UAKN) NPU BO3SHUKHOBEHMUM Yrpo3bl pacnpocTpaHeHus
3aboneBaHWA, NPEeLCTaBAAOWEro ONAcCHOCTb OIS OKPYMKAIOLWMX, 3 TaKKe B C/yyae, ec/iM B TeyeHue
TPUALATM KaneHZapHbIX AHel nocsie npuHAaTMA MpasutenbctBom Poccuiickoit Pepepauumn peleHus o
NPOBeAEHNM MOHUTOPWMHIA PO3HMYHBLIX LUEH Ha JleKapCTBeHHble MpenapaTtbl, He BK/IIOYEHHbIE B
nepeyeHb KMU3HEHHO HEOBXOAMMbBIX M BaXKHEMLMX NeKapCTBEHHbIX MPenapaTtoB, Ha TeppPUTOPUAX
cybbekToB Poccuitickoli depepaumn BbIABAEH POCT PO3HUYHbLIX LEH Ha YKasaHHble J1eKapCTBEHHbIe
npenapatbl Ha TpMALATb MNPOLEHTOB M 6osee, MpaBuTenbctBo Poccuiickoin depepaumn Bnpase
YCTaHOBWTb NpeaebHble OTNYCKHbIE LeHbl NPOMU3BOAMTENEN Ha YKa3aHHbIe IeKapCTBEHHbIE NMpenaparsl,
npegenbHble pasmepbl ONTOBbIX HagbaBOK WM MNpefesibHble pasmepbl PO3HWYHbLIX HaabaBoOK K
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daKTUYEeCKMM  OTMYCKHbIM LEeHam npou3BogMTeNiell Ha YKasaHHble /eKapCTBEHHble MpenapaTobl.
MepeyeHb NIEKAPCTBEHHbIX MPENapaToB, HE BKJ/OYEHHbIX B MEpPeYeHb KU3HEHHO HeobxoauMbIX U
Ba)KHEMLLMX NIeKAPCTBEHHbIX MpenapatoB, M MNOpPAAOK ero ¢GoOpMUPOBAHUS  OMpeaenstoTcs
Mpasutenbctsom Poccuiickoin Pepepaumn.

(yacTtb 2 BBeaeHa PegepanbHbiM 3aKoHOM OT 26.03.2020 N 67-93)

3. B TeyeHmne aeBAHOCTA KaneHAapHbIX AHEN co AHA yTBepxKaeHus MNpaBnTenbcTtBoMm Poccninckom
dPepepaunn nepeyHa, ykasaHHONO B YacTW 2 HACTOALLEN CTAaTbM, HE AOMYCKAKOTCA peannsauma U oTnycK
BK/IIOYEHHbIX B HErO JIEKAPCTBEHHbIX MPENapaToB NO LEeHaM, NPEBbIWAOWNM NpeaenbHble OTNYCKHbIe
LEeHbl NPOU3BOAUTENEN HA YKa3aHHbIe JIEKAPCTBEHHbIE MpenapaTtbl, NpeaefibHble pasMmepbl ONTOBbIX
HagbaBoOK W npefenbHble pas3mepbl PO3HUYHbLIX HAAOABOK K (aKTUYECKMM OTMAYCKHbIM LEeHam
npousBoauTeENEeN Ha YKasaHHble JIeKapCTBEHHble MpenapaTbl C Y4eTOM Hanora Ha Ao6aBneHHyto
CTOMMOCTb.

(yacTb 3 BBeAeHa PeaepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
MonoxeHua ct. 61 (B pea. ®3 ot 30.01.2024 N 1-®3), Kacatowmecs NpenocTaBAeHUA roc. ycayr
nocpeacTBOM eAIMHOM CUCTEMbI U (MK) eanHOro noptana, npumeHstorca ¢ 01.01.2026.

Cratba 61. NocypapcTBeHHaa perucTpauuMa U nepeperncTpauma npegesbHbiX OTNYCKHbIX LUEH
npousBoguTeneil Ha 1IeKapCTBEHHbIE NPenapaThbl, BKAOUYEHHbIe B NepevyeHb }KU3HEHHO HE06X0AMMbIX
M BaKHeLWMX NeKapCcTBEeHHbIX NpenapaTos

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. MNpepenbHaa OTNYCKHaA LeHa NPOW3BOAMTENA HA JIEKAPCTBEHHbIA Npenapar, BK/OYEHHbIN B
nepeyeHb KM3HEHHO HEOOXOAMMbBIX W  BaXKHEWLWIMX JIEKAPCTBEHHbIX MPEnapaTos, MNOANENKUT
rocy4apCTBEHHON perncrpauum B nopagke, yctaHosneHHom Mpasutenscteom Poccuiickon Pegepauun,
Ha OCHOBaHMM HaMpaB/IEHHOro MOCPeACTBOM eAMHOro MnopTana B YMNOJIHOMOYEHHbIM deaepasbHbIi
OpraH WCMNONHWUTENbHOW BAACTU WAWU NIMYHBIA KabWHeT ynonHomo4eHHOro deaepanbHOro opraHa
WCNONHUTENbHOM BAacTM B €AMHON CcuUcTeme, MNOAMUCAHHOTO YCUAEHHOM KBaaudULMPOBaHHOM
SNEKTPOHHOM MOAMMUCBHIO 3aABIEHUA AeprKaTens WM Bnajenbla PerncTpaLyoHHOro yAOCTOBEpeHUs
JleKapcTBEHHOTO NpenapaTa (YNo/HOMOYEHHOTO UM /IMLA).

(B pen. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3apeructpupoBaHHaa npeaenbHas OTMYCKHAA LeHa MpPOM3BOAUTENA Ha J1EKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIK B MNepeyYeHb KU3HEHHO HEOOXOAMMBIX W BAXKHEMLIMX JIEKAapPCTBEHHbIX
NpenapaToB, MOXET ObITb NepeperncTpMpoBaHa B CTOPOHY yBEMYEHUA OOUH Pa3 B KAaNIEHAAPHOM roay
Ha OCHOBAHWW HamnpaBieHHOro A0 1 OKTAGpPA Ka)KAoro roga nocpeacTBOM €AMHOro rnopTtana B
YNONHOMOYEHHbIN  deaepanbHbli  OpraH  UCNOAHUTEAbLHOW  BAACTU  WUAM  AUYHBIA  KabuHeT
YNOJIHOMOYEHHOIO pesepasbHOro OpraHa UCMONHUTEIbHON BAACTM B €AMHOW cUcTeMe, NOANUCAHHOTO
YCUIEHHON KBA/NIMOULIMPOBAHHOM 3/1EKTPOHHOM NOAMWUCHIO 3asB/IEHUA AepKaTensa WAuM BAagenbua
PEruCcTPaLMOHHOrO YAO0CTOBEPEHMA IEKAPCTBEHHOIO NpenapaTa (YNnosAHOMOYEHHOIO UM AnLa).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

3. 3apeructpupoBaHHas npedefibHas OTMYCKHas LeHa MPOM3BOAUTENA Ha J1eKapPCTBEHHbIN
npenapaTt, BK/AOYEHHbIM B MepeyeHb KU3HEHHO HEOoBXOOUMBIX W BaKHEMWMX /IeKapCTBEHHbIX
npenapaToB, MOXeT bbITb NepeperncTpupoBaHa B CTOPOHY CHUMKEHUS Ha OCHOBAHWWM HaMpaB/JEHHOTrO
nocpeacTBOM eAMHOro NopTana B YNoJHOMOUYEHHbIM dpeaepanbHbllii opraH UCNONHUTENbHOM BNACTU UK
NINYHBIA KabWHeT YNOAHOMOYEHHOro defepanbHOro opraHa MCNONHUTENbHOW BAacTU B eAuHOW
cucteme, NOAMUCAHHOTO YCUIEHHOW KBanMOULUMPOBAHHON 3/1eKTPOHHOM NOAMNUCHIO  3asaBAEHUA
AepXaTtens WAM  BRadenbla pPerncTpauuMoHHOrO YAOCTOBEPEeHUA JieKapCTBEHHOro npenapaTa
(ynonHomoYeHHOro nm nnua).
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(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4. [OepKatenb MAM BRafenel, PernctpaLMoHHOro yAOCTOBEPEHUA NEKAapCTBEHHOrO npenapaTa
(ynonHomoyeHHOe UM MLL0) 0653aH HanpaBWUTb NOCPEACTBOM €AMHOro MopTana B YrNoJIHOMOYEHHbIH
denepanbHbIi OpraH UCNOAHUTENBHOW BAACTU UAWN JINUYHbIA KAaOMHET yNoAHOMOYEHHOro ¢eaepasbHOro
OpraHa MCMNOJIHUTENBbHOM BAACTU B €4AMHON CUCTEME MOAMNUCAHHOE YCUAEHHOW KBaANMULMPOBAHHOM
3/IEKTPOHHOM NOANUCHIO 3aABAEHNE O NepeperncTpaLmmn 3aperMcTpPMpPoOBaHHOM NpesenbHON OTNYCKHOM
LeHbl MNPOU3BOAUTENS HA JNIEKAPCTBEHHbIM MpenapaT, BK/OYEHHbIN B MNEPEYEHb KU3HEHHO
HEOHXOAMMbIX M BaXKHENLLMX NEKAPCTBEHHbIX MPENAPaATOB, B CTOPOHY CHUXEHUSA B CAeAYHOWMUX CyYanX:
(B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) CHMKeHMe UueHbl B MWHOCTPaHHOW BaflOTe Ha /EKapCTBEHHbIM npenapaT B CTpaHe
npoussoguTens u (MaM) B CTpaHax, B KOTOPbIX IEKAPCTBEHHbIVM NpenapaT 3aperncTpmMpoBaH 1 (uau) B
KOTOpble NOCTaBAAETCA MPOU3BOAUTENEM;

2) cHUXKeHMe UeH Ha pedepeHTHble NeKapcTBeHHble npenapaTbl B COOTBETCTBUMM C NyHKTOM 1
HacTosAWwen dactu (ANA COOTBETCTBYHOLWIMX BOCMPOU3BEAEHHbIX, 6uoaHanorosbix (6MONOA0HGHbLIX)
JIeKapCTBEHHbIX NpenapaTos);

3) npesbllleHMe NpeaebHON OTNYCKHOW LieHbl Ha NepBblii BOCNPON3BeAeHHbIi, 6B1oaHanorosbli
(6ronoao6HbIN) NeKkapcTBEHHbIN NpenapaT MHOCTPAHHOrO NPOU3BOACTBA Haj MpPefeNbHON OTMYCKHOM
LeHol npousBoAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbit (6MoNoA06HbLIN)
JIeKapCTBEHHbIM  NpenapaT, pPacCcyMTaHHOMW B  COOTBETCTBMM C  METOAMKOMU, YyTBEPKAEeHHOWM
MpasuTtenbctBom Poccuiickoit ®epepaumu;

4) npeBbllWeHMe NpeaenbHOM OTNYCKHOM LieHbl Ha NepBbli BOCNPOU3BEAEHHbIN, 6MOaHaNOroBbIM
(6Monoao6HbIN) NEeKAapCTBEHHbIN NpenapaT NPOM3BOAMTENA [OCyAapcTBa - 4neHa Espasuiickoro
SKOHOMMYECKOrO CO3a Hag npeaenbHOM  OTNYCKHOM  LEeHOW Npou3BOguTEeNs Ha  BTOPOM
BOCMNPOM3BEAEHHbIN, OWOaHanorosblit (6MoNoAO6HbIN) NEKApPCTBEHHbIM MNpenapat NpousBoAuTeNs
rocygapctea - uneHa EBpasMACKOro 3KOHOMMYECKOTO CO3a, PaCCYMTAaHHOM B COOTBETCTBUM C
MeTOAMKOM, yTBepKAeHHOM MpaBuTenbcTBOM Poccuiicko Peaepaunu.

5. Topagok nepeperucTpaumm  3aperucTpuMpoBaHHbIX  MpeaenbHbiX  OTMYCKHbIX  LeH
NPoOV3BOAUTENIEN Ha SIEKAPCTBEHHbIE NPENapaThl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOAUMBIX U
Ba*KHEMLLMX JIeKapCTBEHHbIX NpenapaTtoB, B C/yyasX, NpPeayCMOTPEHHbIX YacTamu 2 - 4 HacToslien
CTaTbW, ycTaHaBauBaetcs Mpasutenbcteom Poccuiickon ®enepaumn.

6. DKOHOMWYECKUI aHaNu3 npenenbHOM OTMYCKHOM LieHbl MPOM3BOAMTENA Ha NEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNepeYeHb KM3HEHHO HeOobXOAMMbBIX W BaKHEWLWMX fIeKapCTBEHHbIX
npenapaTtoB, NpW ee TrOCYyAapCTBEHHOW perncTpaumm WaM nepeperncTpaumm ocyLecTBaseTca
denepanbHbiM  OpraHOM WCMNOAHWUTENbHOW BAACTM, OCYLWECTBAAWMM  GYHKUMM N0 NPUHATUIO
HOPMaTMBHbIX NPaBOBbIX AKTOB W KOHTPOA 3a cobaogeHMem 3aKkoHogaTenbCctBa B coepe
rocyAapCTBEHHOro peryMpoBaHus LeH (Tapudos) Ha ToBapsbl (ycayru).

7. PacyeT npeaenibHbIX OTNYCKHbIX LeH, YKa3aHHbIX B YacTax 1 M 2 HaAcToALLeN CTaTbM, NPU KX
rocyZapCTBEHHOW PerucTpaLmm uam nepeperncTpaumm ocyLwecTBiseTcs B COOTBETCTBUN C METOLMKOM,
yTBEPKAEHHOM MpasutenscTBom Poccuitickoli degepauivm v yuuTbIBaAtOLLEN B TOM YMCAE:

1) COGJ’HO,CI,GHVIG 6anaHca nHTEPECOB ﬂOTpEﬁMTEJ’IEVI NEeKapCTBEHHbIX NMPenapaTtoB, BKIKOYEHHbIX B
nepedyeHb *XMU3HEHHO HEO6X0,CI,VIMbIX N BaXKHEenWmx NNEKAPCTBEHHbIX NMpenapaTtos, U ﬂpOMSBOAMTEﬂeﬁ
NNEKAPCTBEHHbIX NpenapatoB, BK/KOYEHHbLIX B MNepevyeHb MWU3HEHHO HEO6XO,£I,MMbIX N BaKHEWULMX
NEKaPCTBEHHbIX NMPeENapaTos,

2) paKTMUeCcKyto OTNYCKHYIO LieHY Ha 1eKapCTBEHHbIe npenapatsbl B Poccuitickoit ®eaepaumn, LeHy
BBO3a /IEKApPCTBEHHbIX npenapaToB B Poccuitickyto Peaepaluio, a TaKKe UeHbl Ha aHaNormyHble
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NleKapcTBeHHble NpenapaTsl, HaxoaAawmeca B obpawieHmm B Poccuiickoit Pegepaumy;

3) 3aTpaTbl NPOU3BOAUTENSA NE€KAapPCTBEHHOro mnpenapaTa Ha MNPOM3BOACTBO W peanus3aumio
NleKapcTBEHHOTO Nnpenapara;

4) ueHy Ha NIeKapCTBEHHbIN Npenapar, ero LeHy B CTpaHe NPoOu3BOAMTENS U B CTPaHaX, B KOTOPbIX
JIeKapCTBEHHbIN NpenapaT 3aperncTpupoBsaH 1 (Man) B KOTOPbIE NOCTaBAAETCA NPOU3BOAUTENIEM.

8. He pgonyckatoTca peannsauma n OTNYCK IeKapCTBEHHbIX NPenapaToB, BKAOYEHHbIX B NepeyeHb
KM3HEHHO HEObBXoAUMBIX U BaXKHEWMLLMX /IeKAPCTBEHHbIX NPenapaTtoB, Ha KOTopble NPOU3BOAUTENSMMU
JIEKapCTBEHHbIX MPenapaToB He 3aperucTpupoBaHa npeaenbHana OTNYyCKHas UeHa, peanusauuma
Npou3BOAUTENSMM NEKAPCTBEHHbIX NPEnapaToB Mo LeHam, NPeBbIWaoWMM 3aperncTpMpoBaHHbIe Uan
nepeperucTpmpoBaHHbIe Npeae/bHble OTMYCKHbIE LEeHbl Ha IeKapCTBEHHbIE NpenapaTtbl C y4eTOM Haslora
Ha ao6aBfeHHY CTOMMOCTb.

9. OcobeHHOCTM  rocydapCTBEHHOrO  PEryiMpoBaHUA  MPeAenbHbiX  OTMYCKHbIX  LEH
npousBoauTenei Ha IeKapcTBeHHble Npenapathbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HE0bX04UMbIX U
Ba)KHEMLLMX NIeKaPCTBEHHbIX MPenapatoB, B 3aBUCMMOCTM OT 3KOHOMMUYECKUX WU (Man) coumanbHbIX
Kputepues (U3MeHeHWe YC/IOBUI, NopsaaKa M CTOMMOCTU MPOM3BOACTBA JIEKAPCTBEHHbIX MPENapaTos,
MCNosb30BaHWEe HOBbIX GOpPM, METoAoB WM CnocoboB rocygapCTBEHHOrO PeryinpoBaHMa LEH Ha
JIeKapCTBEHHble MpenapaTbl, B TOM 4YWUC/le Ha OCHOBE MexaHu3Ma pedepeHTHOro LeHoobpasoBaHMs,
M3MEHEHWU MopsagKa OKasaHWAa MeAMUMHCKON MOMOLLM, U3MEHEHMEe Kypca WMHOCTPaHHOM BantoTbl U
WHble N3MeHeHMA) ycTaHaBamBatoTca MpaBuTenbcTBOMm Poccuitickont degepauymn.

(8 pea. PengepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. loCypapcTBEHHbIA peecTp npedenbHbIX OTNYCKHbIX LWEeH npousBoguTeneit Ha
JIeKapCcTBeHHble MNpenapaTtbl, BK/IOYEHHble B NepeyvyeHb KU3HEHHO Heo6XoAUMBIX U BaKHEMULMUX
JIeKapCTBEHHbIX NpenaparTos

1. 3aperncTtpupoBaHHble WAM MNEPEepPerucTpMpoBaHHble NpeaenbHble  OTMYCKHbIE  LEHbI
npousBoauTeNei Ha NeKapCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NEPEYEHb }KU3HEHHO HEOBXOAMMbIX U
BaXKHEMLIMX JIEKAPCTBEHHbIX MPEnapaToB, MOANEXAT BK/AOYEHUIO B [OCYAAPCTBEHHbLIA peecTp
npeaenbHblX OTMAYCKHbIX LEH MPOM3BOAUTENEN HA JieKapCTBEHHble MpPenapaTtbl, BK/AOYEHHble B
nepeyeHb *KU3HEHHO HEOOXOAMMbIX M BarKHEMLLINX NEKAPCTBEHHbIX NPenapaTos.

(B pen,. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. FocynapcTBEHHbIN peecTp NpeAenbHbIX OTMYCKHbIX LeH NPoM3BoAMTENel Ha JieKapCTBEHHbIe
npenapatbl, BK/IOYEHHblE B MeEpPeYeHb MKM3HEHHO HEOOXOAMMbBIX W BaAXKHEMLLMX JIeKapCTBEHHbIX
npenapaTos, COAEePXUT B cebe cneaytowyto nHdopmaumto:

1) HauMmeHOBaHMe pgepXaTens WAM  BAagenbla  PerucTpaumMoHHOro  yAoCTOBEpeHus
JIeKapCTBEHHOro npenaparta, HaumeHoBaHMe NPOU3BOAUTENA NIeKapCTBEHHOro npenaparta, CBeAeHUs o
perucTpaummn aepskatena WAUM  BAadenblia PerncTpalMoHHOrO Y/AOCTOBEPEHUA 1eKapCTBEHHOro
npenapara, cBeAeHUA O perucTpauumn nNpom3BOANTENA NEeKapCTBEHHOro npenapaTa 418 MeAuLMHCKOro
NPUMEHEeHNA B KayecTBe HasoronaaTesbliMka B CTpaHe perucTpauuun (418 POCCUMCKUX IOPUANYECKUX
1L, - MAEHTUPUKALMOHHBIN HoMep HanoronaatenblimKka (MHH), Ana MHOCTPaHHbIX KOPUAUYECKUX ANL, -
CTpaHa perucTpaumm, HaMmeHoBaHWe PEervcTPUMpPYIOWEro OpraHa, PerncTpaLmoHHbIA HOMeEpP, Ko
HanoroniateNbliMKa B CTpaHe perucTpaunm (MHKoprnopaummn) MaM ero aHanor), MecTo HaxoXaeHua
NPOM3BOACTBEHHbIX NIOLLAA0K, YH4aCTBYIOLIMX B NPOLIECCe NPOM3BOACTBA JIEKAPCTBEHHOro npenapara, ¢
yKasaHueMm CTaguu npouecca NponsBoAacCTBa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaMMmeHOBaHWEe /NleKapCTBEHHOro nmnpenapaTta (MexayHapoAHoe HenaTeHTOBaHHOe, WAU
rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HauMeHOoBaHuA);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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3) Homep PerncTPaLLMOHHOro YA0CTOBEPEHMS IEKaPCTBEHHOIo Npenapara;

4) nekapcTBeHHas Gopma C yKazaHMeM L03MPOBKM IEKAPCTBEHHOrO NpenapaTa U ero Koan4ecTea
BO BTOPMYHOW (MOTPEebUTENbCKOM) YNaKOBKeE, a TAKKe KOMMIEKTHOCTb;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpmpoBaHHas npegenbHas OTNYCKHasA LeHa Ha IeKapCTBEHHbIN npenapaT B pybsx;
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

6) maTa M Homep MpMKasa ynoJHOMOYeHHoro deaepanbHOro opraHa UCMOIHUTENIbHOW BAACTU O
rocy4apCTBEHHOM  perncTpaumm  MAWM  NepeperucTpaumn  npeaenbHol  OTMYCKHOW  LieHbl  Ha
NIeKAPCTBEHHbIN MNpenapaTt, BK/IOYEHHbIA B MepevyeHb KMU3HEHHO HEOOXOAUMBIX W  BaXKHEWMLIMUX
NIeKapCTBEHHbIX NpenapaTos;

(8 pea. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-3)

6.1) oaTa BCTynaeHUA B CUAY NPUKa3a yNoAHOMOYEHHOro pedepasibHOro opraHa UCMNONHUTENbHOM
BNACTM O rOCYLApPCTBEHHOW perucTpauMm WAM nepeperucTpaumm npegenbHol OTMYCKHOM  LeHbl
NPOM3BOAMUTENA HAa NIEKAPCTBEHHbIA MpenapaT, BKAOYEHHbIN B nepeyeHb KM3HEHHO HeobXoAUMbIX U
BaXKHEMLWMX NEeKaPCTBEHHbIX NPenapaTos;

(n. 6.1 BBeaeH ®eanepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEebUTENbCKYI0) YNaKOBKY NEKAPCTBEHHOIO
npenapaTa;
(n. 7 BBeaeH ®epepanbHbiM 3aKoOHOM 0T 22.12.2014 N 429-03)

8) KoA, NeKapcTBEHHOro npenapata No aHaTOMO-TepPANeBTUYECKO-XMMUYECKOW KaaccuduKaLmm,
pekoMeHA0BaHHOM BceMnpHoOM opraHu3aument 34paBoOXpaHeHNA.
(n. 8 BBegeH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

3. TocymapcTBeHHas peructTpauma wWaM nepepernctpauma npeaenbHbiX OTMYCKHbIX LEeH Ha
NIeKapCTBEHHblEe MpenapaTbl, BK/AOYEHHblIE B MNEpeYeHb MKU3HEHHO HeobXOAMMbBIX W BaXKHEWLIUX
JIeKapCTBEHHbIX NpenapaTtoB, BeAeHWE T[OoCyAapCTBEHHOrO peecTpa npedenbHbiX OTMYCKHbIX LeH
npou3BoauTenel Ha IeKapcTBeHHbIe Npenapathbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HEOBX04UMBbIX U1
Ba)KHEMLIMX  JIeKApPCTBEHHbIX MPEnapaTtoB, OCYLLECTBAAKOTCA B  MNOPAAKE,  YCTaHOBAEHHOM
MpasuTtenbctBom Poccuinckoin ®epepaumu.

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

CraTba 63. YcTaHOB/IEHME UCNONAHUTENbHLIMU OpraHammn cybbeKkToB Poccuiickon degepauum
npeAaenbHbiX PasMepoB ONTOBbIX HAaA0aBOK U NpeAenbHbIX PasmMepoB PO3HUUHBIX HaAbaBOK K
$aKTMUeCKMM OTNYCKHbIM LieHaM, YCTAaHOB/IEHHbIM NPOU3BOAUTENAMM JSIEKAPCTBEHHbIX NpenapaTos,
Ha /IeKapcTBeHHble NpenapaTtbl, BKAIOUYEHHbIE B NepeyeHb }XKM3HEHHO Heo6X0AMMDIX M BaXKHeMLnX
JIeKapCTBEHHbIX NpenaparTos
(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 475-93, o1 08.08.2024 N 232-03)

1. UcnonHutenbHble opraHbl cyb6bekToB Poccuiickoin dPegepaumy ycTaHaBAMBAIOT NpeaesibHble
pasmepbl ONTOBbIX HaAbaBOK W nNpefesbHble pPasmepbl PO3HUYHbLIX HaABaBOK K (daKTUYeCcKMMm
OTNYCKHbIM LieHam (6e3 yyeTa Hasora Ha 406aBeHHYI0 CTOMMOCTb), YCTaHOBJ/IEHHbIM NMPOU3BOAUTENAMM
NIeKapCTBEHHbIX MPEenapaToB, Ha JIeKapCTBEHHble NpenapaTbl, BK/AIOYEHHbIE B MNEpPeyYeHb MKU3HEHHO
HeobX0AMMbIX W BaXKHEMLINX NEKapPCTBEHHbIX NPEnapaToB, B COOTBETCTBMM C YTBEPKAEHHON B NOpsAAKe,
yCcTaHoB/feHHOM  [paBuTenbctBom  Poccuiickon  depepauun,  MeTOAMKOM  YCTAHOBNEHMSA
MCMONHUTENbHBLIMKM OpraHamu cybbekToB Poccuiickoit depepaumm npenenbHbiX PasMepoB OMNTOBbIX
HagbaBOK M MpeaesibHbiX PasMEPOB PO3HWYHbLIX HAAOABOK K (GAKTUYECKMM OTMYCKHbIM LEHAM,
YCTaHOB/IEHHbIM MPOU3BOAUTENAMMN NEKAPCTBEHHbIX MPENapaToB, Ha JIeKAapCTBEHHble Mpenaparbl,
BK/IIOYEHHbIE B TMepeyeHb MU3HEHHO HeobXoAMMbIX WM BaXKHEWLWMWX JIeKapCTBEHHbIX MpenapaTtos.
MpoeKTbl peleHnii UCNONHUTE/bHLIX OpraHoB CybbekToB Poccuiickoi depepaumm 06 ycTaHOBAEHUUN U
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(M) n3meHeHUN nNpeaenbHbIX PasmMepoB OMNTOBbIX HaAOABOK WM MpenesibHbIX PAa3MepPoB PO3HMYHbBIX
HagbaBOK K (aKTMYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/IEHHbIM MPOU3BOAMUTENAMM JIEKAPCTBEHHbIX
npenapaToB, Ha JIeKapcTBEHHbIE MpenapaThbl, BK/AIOYEHHblE B NepeyeHb KM3HEHHO HEeobXoAUMbIX U
Ba*KHEMLLMX SIeKapCTBEHHbIX MPenapaTos, NOAJ/IeXKaT COr1acoBaHMUIO C YNOJHOMOYEHHbIM deaepasnbHbIM
OPraHOM WCMOJIHUTENbHOM BIACTU, OCYLLECTBAAIOWMNM GYHKLMU MO MPUHATUIO HOPMATUBHbIX MPABOBbIX
aKTOB M KOHTPOAIIO 33 cObNt0AEHMEM 3aKOHOAATENBLCTBA B cHepe rocyaapcTBEHHOIO PEryIMpPOBaHNaA LieH
(Tapudos) Ha ToBapbl (ycnyru), B nopaaKe, yctaHoBaeHHom MpasutensctBom Poccuitickonn egepaumn.
(8 pen. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93, ot 08.08.2024 N 232-
®3)

2. OpraHusaumMm ONTOBOW TOProB/AM NEKAPCTBEHHBIMU CPEACTBAMMW, aMnTeYHble OpraHM3aumuy,
UHAMBUAYaANbHbIE NpeanpUHUMATENN, UMeloLMe ANLEH3UI0 Ha GapmaLeBTUYECKYo AeATeNbHOCTb,
MeANUMHCKME OpraHuM3aummn, MmerollmMe AUUeH3UIo Ha dapmaueBTUYECKYlo AeATenbHOCTb, U UX
obocobneHHble MnoApasaeneHns, PacnofioXKeHHble B CEMbCKUX HaceneHHbIX MNyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3alLMu, OCYLIECTBAAIOT pPeanM3aumio JIeKapCcTBEHHbIX MNpenaparos,
BK/IIOYEHHbIX B MepeyeHb U3HEHHO HeobXOoAMMbIX W BaKHEWLW WX NeKapCTBEHHbIX MpenapaTtos, no
LueHam, KoTopble (GOPMUPYIOTCA B COOTBETCTBUW C MOPAAKOM, YCTaHOB/EHHbIM [lpaBUTeNbCTBOM
Poccuiickolt degepaumm, U ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha A06aBAEHHYO CTOMMOCTb) He
OO/KEeH npesBblWaTb cymmy (aKTUUYECKOW OTMNYCKHOW LeHbl, YCTaHOBAEHHOW npou3soauTenem
NIeKapCTBEHHOro npenapaTa, He MPeBblllaloweil 3aperMcTpMpoBaHHON WKW NepeperucTpmMpoBaHHON
npefenbHOM OTNYCKHOM UeHbl npou3BoauTens (Ha AaTy peanusaumuM NeKapcTBEHHOro npenapaTta
npoussoauTenem), U pasmepa ONTOBOW HaabaBKm U (MAK) pasmepa PO3HMUYHOK HaABaBKM, He
NPEeBbLILAIOWNX COOTBETCTBEHHO pa3mepa npeaenbHOW oONToBOW HaabaBku u  (Man) pasmepa
npeaesibHOM PO3HUYHOM HaabaBKM, YCTaHOBJIEHHbIX B cybbeKTe Poccuitckon ®epepauymn.

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 475-93, o1 08.08.2024 N 323-03)

3. WcnonHutenobHble opraHbl cybbekToB Poccuitickoit ®epepaumm pasmeltatot B cetm "MHTepHeT"
MHOOPMALUMIO O 3aPErucTPUPOBAHHbIX MpPefenbHblX OTMAYCKHbIX LEeHax npoussBoauTesnein Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MepeyeHb MKM3HEHHO HEOOXOAUMbBIX W BAXKHEMNLIMX
JIeKapCTBEHHbIX MpenapaToB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoit dPepepaumm npepenbHbIX
pa3mepax ONTOBbIX HAA0ABOK M (MM) NpeaenbHbIX PasMepax PO3HMYHbIX HaA0aBOK K YCTaHOBNEHHbIM
NPOU3BOAUTENAMU NEKAPCTBEHHbIX NPenapaToB GaKTUYECKMM OTMYCKHbIM LLEHAM Ha JIeKapCTBEHHble
npenapaTtbl, BK/IOYEHHblE B MepeyYeHb KU3HEHHO HEOOXOAMMbBIX W BAXKHEWLIMX JIEeKAPCTBEHHbIX
NPenapaToB, a TaKXe O CYMMe 3aperucTpMpoBaHHbIX NpesesibHbIX OTMYCKHbIX LeH NpounssBoguTesneil Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AIOYEHHble B MNEpPeYeHb MU3HEHHO HEeoBXOAMMbBIX W  BaAXKHEMNLMX
JIeKApPCTBEHHbIX NPEnapaToB, YCTaHOBNEHHbIX B cybbekTe Poccuiickoit Pegepaummn npepenbHbIX
pasMepoB OMNTOBbIX HafbaBOK W MpefefibHbiX Pa3mMepoB PO3HMYHbLIX HaAbaBOK W Hanora Ha
006aBeHHYI0 cToMMOCTb. MIHPopmauma, NpeaycMoTpeHHas HaCcTOAWEN YacTbio, AOKHA HaxoamuTbCA
TaKKe B anTeYHbIX OPraHU3aumax B AOCTYMHOM A/1A BCEX 3aMHTepPeCcOoBaHHbIX nL, opme 1 06HOBAATLCA
Nno mepe ee pasmelLeHUA UCNONHUTENbHbIMM OpraHamu cybbekToB Poccuitickoit Pepepaunn B cetu
"NnTepHeT".

(B pen,. PegepanbHbix 3aKoHOB 0T 27.12.2019 N 475-03, o1 08.08.2024 N 232-d3)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblit 3aKoH o1 27.12.2019 N 475-93.
nhasa 13. MOHUTOPUHI 9®PEKTUBHOCTU U BE3SONACHOCTU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXO4ALLMXCA B OBPALLEHUN
B POCCUMUCKOWN GEAEPALIUN
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. DapmaKoHag3op

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. NlekapcTBeHHble Npenapatsbl, HaxoAAwmecs B obpalleHnn B Poccuiickolt degepaumm, nognexar
MOHUTOPUHTY 3PPEKTUBHOCTM U  6e30MacHOCTM B LENAX BbIABAEHUA BO3MOMKHbLIX HeraTUBHbIX
NnocneacTBuUii UX NPUMEHEHUA, UHANBUAYANLHON HENEPEeHOCUMOCTU, NpesynpeXaeHUs MeaULMHCKUX
paboOTHMKOB, CNeuManncTtoB B 061acTM BeTEPUHAPUM, NAUMEHTOB WM BAALENbLEB MKMBOTHLIX U UX
3aLWMTbI OT NPUMEHEHMA TaKUX JIEKAPCTBEHHbIX NpenapaTos.

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. ®dapmaKoHaA30p OCYyLEeCTBAAETCA COOTBETCTBYHOWMM YNONHOMOYEHHBIM deaepanbHbIM
OpPraHOM WCMOJIHUTENbHOW BAACTU B YCTAHOBAEHHOM MM MOpPAAKE C y4yeTom TpeboBaHWI HacToALLEro
depepanbHOrO 3aKOHA M aKTOB, cocTasafAlowMx npaso Coto3a, NyTem aHasu3a NpesocTaBASEMON
cybbekTamm  obpalleHMA  NIeKapCTBEHHbIX CpeAacTB  MHPopmaumMm 0O noboYHbIX  AeNCTBUSX,
HerKenaTesbHbIX peaKkLMaAX, CEPbE3HbIX HEXEeNaTeNbHbIX Peakumsax, HenpeaBUAEHHbIX HEXenaTesbHbIX
peakuuax npu NPUMEHEHUW NEKAPCTBEHHbIX MPenapatos, 06 WHAMBWUAYANIbHOW HENepeHOCUMMOCTH,
oTCyTCTBUU 3PPEKTUBHOCTM NEKAPCTBEHHBIX NPEMNAPATOB, a TaKKe 06 MHbIX GaKTax U 0BCTOATENLCTBAX,
NPeACTaBAAOWMNX YIPO3y MU3HM WAW 340POBbI YesoBeKa MO0 KMBOTHOMO MNpPU MPUMEHEHUM
JIeKAPCTBEHHbIX NPEMAPATOB M BbIABAEHHbIX HA BCEX 3Tanax 06pPaLLEHMA SIEKAaPCTBEHHbIX MNPenapaTos B
Poccuiickoit depepaunn 1 opyrux rocygapcraax.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3. Cy6beKTbl 0bpalleHna NeKapcTBEeHHbIX CPeACTB B NOPAAKe, YCTaHOBAEHHOM YNOJHOMOYEHHbIM
denepanbHbiM  OpPraHOM WMCMOJIHUTE/IbHOM  BAAcTK, 00fA3aHbl  COOOWATb B YMNOJIHOMOYEHHbIN
denepanbHbli OpraH WCMOJIHUTENbHOM BAAcTU O MOOOYHbIX AENCTBUAX, HEXKENATeNbHbIX Peakuuax,
Cepbe3HbIX HEMXKeNaTeNbHbIX Ppeakumnsax, HenpeaBUAeHHbIX HeXenaTebHbIX peakumuax npu npumeHeHnu
JIeKapCTBEHHbIX MpenapaTtos, 06 WHAMBMAYA/IbHON HENepeHOCUMOCTW, OTCYTCTBUU 3DDEKTUBHOCTU
JIeKapCTBEHHbIX MPEenapaToB, a TakKe 06 MHbIX ¢aKkTax M 0bCToATeNbCTBAX, NPeACTaBAAOWMX Yrpo3y
KU3HU UKW 300POBbI0 YesloBeKa MO0 KMBOTHOTO NMPU MPUMEHEHUU JIEKAPCTBEHHbIX MPenapaTtos U
BbIAB/IEHHbIX Ha BCeX 3Tanax obpalieHua NeKkapcTBeHHbIX MpenapatoB B Pocculickolt degepauumn v
OPYr1xX rocygapcreax.

4, [JepxaTenu uan Bnagenblbl PErMCTPALMOHHBIX YAOCTOBEPEHMUI NEKAPCTBEHHbIX NPEnapaTos,
lopUaNYECKME NMLQA, HAa MMA  KOTOPbIX BblAaHbl paspeleHuMs Ha MNpoBeAeHMe  KAUHMYECKUX
nccneaoBaHuii B Poccuiickoli depepaumn, nMbo yNnonHOMOYEHHbIE UMUK Apyrue lopuanyeckme mMua B
pamKax obecneyeHus 6e30MacHOCTM JIEKAPCTBEHHbIX MpenapaTtoB B MNOpAAKE, YCTaHOBAEHHOM
COOTBETCTBYIOWMM YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOMHUTENbHOM BNacTi, 06A3aHbI
OCYLWLECTBAATb Npuem, yyeT, 06paboTKy, aHaM3 U XpaHEHMEe MOCTYNalolWmMX B UX agpec oT CybbeKkToB
0b6palleHMA NIeKapCTBEHHbIX CPEACTB M OPraHoB rocyAapCTBEHHOM BNACTM COOBWEHMI O NOBOYHBIX
OENCTBUAX, HEXesnaTeNbHbIX  PeaKkuusaX, CEePbe3HblX HeKenaTeNbHbiX W HenpeaBuAeHHbIX
HexXenaTesbHbIX Peakuuax Npu MPUMEHEHMM JIeKapCTBEHHbIX MpenapatoB, 06 OCOBeHHOCTAX WX
B3aMMOZLENCTBUA C APYTMMM NEKAapPCTBEHHbIMKU MNpenapaTamu, UHANBUAYANbHON HenepeHOCMMOCTH, a
TaKke 06 MHbIX PpaKTax U 0BCTOATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y HKU3HM UM 340POBbI0 Ye/0BeKa
IMB0 KMBOTHOTO MW BAUAIOWMUX HA U3MEHEHNE OTHOLIEHMUS OXMAAEMOW MO/b3bl K BO3MOXKHOMY PUCKY
NPUMEHEHWA IEKAPCTBEHHbIX NPEnapaTos.

5. MpY BbIABNEHUU UHOOPMALUN O CEePbEe3HbIX HeMKenaTebHbIX peakuMax U HenpeaBuaeHHbIX
He)KefaTe/IbHbIX Peakumax Mpu MNPUMEHEHUN NeKapCTBEHHbIX npenapatos, 06 0cobeHHOCTAX UX
B3aMMOAENCTBUA C APYrMMW N€KapCTBEHHbIMUM NpenapaTtamn, UHAMBUAYaANbHOW HEnepeHOCUMOCTH, a
TaK»Ke 06 MHbIX paKTax U 0BCTOATENbCTBAX, BAUAIOLWINX HA U3MEHEHUE OTHOLLEHUA 0XKAAaeMON NOJb3bl
K BO3MOX»HOMY PUCKY MNPUMEHEHUA JIeKapCTBEHHbIX MpenapaTos, AepaTenn wauM Baadenblbl
PerucTpaLmnoHHbIX YAO0CTOBEPEHUI IEKAPCTBEHHbIX NPEnapaTos, IopUAnNYEecKkme anua, Ha MMA KOToPbIX
BblAaHbl paspelleHna Ha npoBedeHne KAMHUYECKUX uccieaosaHuii B Poccuitckon ®epepauun, nmbo
YNO/IHOMOYEHHbIE UMK Apyrve opuamyeckue avua o6a3aHbl MPUHATbL MeEpPbl, HanpasieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  MOCAEACTBMI  NPUMEHEHMA  TaKUX  NIEKapCTBEHHbIX  MpenapaTos,
npeaynpexaeHne npuuMHeHUs Bpeaa X13H1 Uan 300P0BbI0 YenoBeKa B0 KMBOTHOTO, 3aLLUTY UX OT
NPUMEHEHNA TaKUX NeKapPCTBEHHbIX NPenapaTos, Ha A0NOAHUTENbHbIN c6Op AaHHbIX 06 3pPeKTUBHOCTH
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1 6€30MacHOCTM TaKmX NEKapPCTBEHHbIX NpenapaTos.

6. 3a HecoobLLeEHNE UM COKPbITUE MHOPMALUMM, NPEAYCMOTPEHHOM YacTbio 3 HAcTOALLEM CTaTby,
aepxatenu uAM  Bnagenblbl  PErucTpPauyoHHbIX YAOCTOBEPEHWUI JIEKAPCTBEHHbLIX MNpenapaTos,
opuanyecKkme uua, Ha WMS  KOTOPbIX BblAaHbl paspelleHns Ha npoBeAeHUe  KIMHUYECKUX
nccnenoBaHuin B Poccuiickoit ®eaepaumm, 1nb6o ynonHOMOYEHHbIE UMUK APYrMe lopuanyeckme amua, a
TaKXe A0MKHOCTHbIE /1ML, KOTOPbIM 3Ta MHPOPMALMA CTasia U3BECTHA No poay UX NpodeccnoHanbHOM
AeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickoin Pepgepaumu.

7. Mpy nony4yeHU ynosHOMoUYeHHbIM pesepanbHbIM OPraHOM UCMONHUTE/IbHOM BAACTM B pamKax
ocylecTBNeHMsa MM papmaKkoHaA30pa A0Ka3aTesNIbCTB O HECOOTBETCTBUM JIEKApCTBEHHOMO npenapaTa
YCTaHOB/IEHHbIM TpPeboBaHWUAM WAM NpPU MNONYYEHUN MHPOPMALUM O HECOOTBETCTBMM JaHHbIX 06
adPeKTUBHOCTM M 0 Be30NacHOCTV IEKAPCTBEHHOro NpenapaTta AaHHbIM O JIeKapCTBEHHOM npenaparTe,
COAEPMKALLMMCA B MHCTPYKLLMM MO €ro NPUMEHEHUI0 (B TOM YnCIe BbISIBIEHHbIX B XOA€E OCYLLECTB/IeHUA
dbapmaKoHaa30pa KOHTPOJIbHO-HAA30PHbIMU OpraHaMyM WMHOCTPAHHbIX FOCYAapcCTB), YNOJHOMOYEHHbIN
deaepanbHbIii OpraH UCNOIHUTENIbHOW BAACTW B YCTAaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMA TAKOTO 1EKAPCTBEHHOrO Npenapara.

KoHcynbTaHTlAtOC: NpuMmeYaHue.
C01.01.2026 HaumeHoBaHMe CcT. 65 nsnaraerca B HoBol pegakumm (®3 ot 30.01.2024 N 1-P3).

CraTtbA 65. MprocTaHOBNEHME NPUMEHEHUA NEKAPCTBEHHOrO Npenapara

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpUmedaHme.
C 01.01.2026 B u. 1 cT. 65 BHOCATCA M3meHeHua (®3 ot 30.01.2024 N 1-P3).

1. Mpu nonyyeHnn nHGopMmaLMm O HexKeNaTeNbHbIX peakLmAX Npu NPUMEHEHUN IEKapPCTBEHHOMO
npenapaTta, He YKasaHHbIX B MHCTPYKLUMM MO NPUMEHEHWUIO NIEKAapCTBEHHOrO MpenapaTta, CepbesHbIX
HexenaTesbHbIX peaKkuuax, o6 ocobeHHOCTAX ero B3aMMOAEWCTBMA C APYTMMMU JIEKapCTBEHHbIMMU
npenapaTamu, KOTOpble MOFYT NPEACTaBAATb YIPO3Y KU3HU MU 300POBbI0 YeNOBEKA MO0 KUBOTHOTO,
a TaK)Ke O HecooTBETCTBUM AaHHbIX 06 3ddEKTUBHOCTM M 0 6E30MacCHOCTU NeKapCcTBEHHOTO NpenapaTa
[JaHHbIM O NEeKapCTBEHHOM NpenapaTe, COAEPALLMMCA B UHCTPYKUMW MO €ro NPUMEHEHWU0, B TOM
yucae OT YNOSIHOMOYEHHbIX OPraHOB WMHOCTPAHHbIX rOCyAapcTB, 0OMeH KOTOPOM OCyLecTBAAETCA B
COOTBETCTBUM C COMNALIEHUAMMU MeEXAY YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOAHUTENbHON
BJ1ACTU U YNOSIHOMOYEHHbIMM OpPraHaMM WMHOCTPAHHbIX FOCYAAPCTB, YNOJHOMOUYEHHbIN deaepanbHbIi
OpraH UCMOIHUTE/IbHOW BNACTU PacCMaTpPUBAET BONPOC O BO3MOXHOCTM MPUOCTaHOBAEHNA obpalyeHuna
TAaKOro JIeKapCTBEHHOro npenapaTta B NopAgke, YCTaHOB/MEHHOM YMNOJIHOMOYEHHbIM denepasbHbIM
OpPraHOM UCMNOHUTENbHOM BACTK.

KoHcynbTaHTlAOC: NpuMeyaHme.
C01.01.2026 u. 2 cT. 65 nsnaraetca B HoBow pegakumu (®3 ot 30.01.2024 N 1-P3).

2. Tlp HEeUCNONHEHUU WAN HEHAJNEXKaAWEM MWCNOJIHEHUW AepXaTenamn WMAW BhageNibLamu
PEerncTpaunoHHbIX YAOCTOBEPEHUN NIEKAPCTBEHHbIX MpPEenapaToB, OPUAMYECKMMMU ANLAMM, Ha UMSA
KOTOPbIX BblAaHbl pa3pelleHnsa Ha NpoBeaeHne KAMHUYECKUX nccnenoBanuii B Poccuitickoit degepaumm,
WAN  YNOJSIHOMOYEHHBIMU UMK  APYTUMU  HOPUAMYECKUMU AMLAMU 00A3aHHOCTEMN, YCTaHOBAEHHbIX
yactamm 3 u 4 crtatbm 64 Hactoawero PepepanpHoro 3akoHa, AMbo B cAydvasx npeacTaBAeHUA
COOTBETCTBYIOLLMM YNOAHOMOYEHHbIM desiepasibHbIM OPraHOM UCMOIHUTE/IbHOM BAACTU 3aK/OMEHUA O
HEeAOCTOBEPHOCTU pPe3ynbTaTOB  KJAMHUYECKOro WCCNef0BaHMA NIeKApPCTBEHHOro npenapata Ao
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MEAULMHCKOrO MNPUMEHEHMA, KOTOPOE OCHOBAaHO Ha pes3y/ibTaTax MpPOBEepPKM MeaULUMHCKOM
OpraHusaumm, nNPOBOAMBLUEN YKa3aHHOE K/IMHMYECKOE MWCCNefoBaHWE C  HapylweHuem npaBu
Hag/NeKallel KNMHUYECKOM NPaKTUKKU, U NPUBENO K NONYYEHUIO HEAOCTOBEPHbIX pe3y/bTaTtos, Mbo B
CNyyae HEeBbINOJIHEHMA MpeanucaHusa, BblAAHHOMO YMNOJHOMOYEHHbIM deaepanbHbIM  OpPraHoOM
WCMOJIHUTE/IbHOM B/1ACTM MO UTOTaM OCYLLLECTBAEHNA BbIODOPOYHOIO KOHTPO/IA KayecTBa JIeKapCTBEHHOIO
npenapara, YNo/IHOMOYEHHbIN deaepanbHbli OpraH UCMONHUTENIbHON BAcTU B YCTAaHOBAEHHOM MM
nopaaKe paccMmaTpMBaeT BOMPOC O NPUOCTAaHOBAEHUM MPUMEHEHUA TAKOTrO 1IeKapPCTBEHHOrO Npenapara.

KoHcynbTaHTMAKOC: NpUmeyaHme.
C01.01.2026 4. 4 cT. 65 yTpaumsaet cuny (3 ot 30.01.2024 N 1-D3).

3. YnonHoOMoYeHHbI depepanbHbli OpraH UCNOJNIHUTENbHOW BAACTU NpU NpPeacTaBAeHUn emy
CBEAEHUI O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CcpeacTB TpeboBaHWAM nNpasBuA
Hag/nexallen nNpouU3BOACTBEHHOW MPAKTUKM M (MAM) O HApPYLIEHWU JIULEH3MOHHbIX TpeboBaHWM,
KoTopble 6blM BbiABAEHbI B X04e MPOBEAEHUS MHCMEKTMPOBAHMA NPOU3BOAUTENA NIEKAPCTBEHHbIX
CPeACTB WAM OCYLECTBNIEHUA JINLLEH3MOHHOIO KOHTpoaa B chepe MNpPOM3BOACTBA JIEKAPCTBEHHbIX
CPeacTs U NpPMBEAW MAM MOTYT MPUBECTM K MNPOM3BOACTBY JIEKAPCTBEHHbLIX MpenapatoB A4.d
MEeAMLMHCKOrO NPUMEHEHUs, NPUUNHUBLLNX UAWU CMOCOBHbIX MPUYMHUTL BPEL KMU3HWU UAU 340POBbLIO
rpaxgaH, paccmaTpuBaeT BOMPOC O NMPMOCTAHOBAEHUM MPUMEHEHUS JIEKAPCTBEHHbIX NpenapaTtoB g/
MeANUMNHCKOTO NPUMEHEHNA B YCTaHOBAEHHOM UM NOPsAAKe B CAeyoLWmX Cydanx:

1) coctaB M (MAM) TEXHOMOMMA MPOU3BOACTBA NEKAPCTBEHHOro npenaparta AN MeAuLMHCKOro
npumeHeHua (C onucaHmMem cTaguii NPOU3BOACTBA) OT/IMYAIOTCA OT 3aABJIEHHbIX B PErmcTPaLMOHHOM
A0Cbe;

2) ﬂEKapCTBeHHbIVI npenapart ana MmeanunHCKOro npuMmeHeHunAa npounsseneH Ha
I'IpOMSBOACTBEHHOVI naowagke, He yKa3aHHOl71 B PeErMcTpauMoOHHOM 40Cbe€;

3) y npousBoaMTEeNs NEeKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpAalolime
COOTBETCTBME KayecTBa JIeKapCTBEHHOrO npenapata A8 MeAWUMHCKOTO MPUMEHEeHMUs, BBOAMMOTO B
rpaxkaaHcknn obopoT, TpeboBaHMAM, YCTAHOB/IEHHBIM NPU Ero roCyAapCTBEHHOMN perncTpaumnm;

4) npousBogUTENEM JIeKAapCTBEHHbIX CPeACTB B  COMIACOBAHHbLIM C  COOTBETCTBYIOLMM
YNO/SIHOMOYEHHbIM deaepasibHbiM OPraHOM WCMOIHUTENIbHON BNACTU CPOK He yCTpaHEeHbl HapyLlleHua
TpeboBaHUI NpaBWU HaA/exKallleld NPOM3BOACTBEHHON MPAKTUKK U (MNK) INMLEH3UOHHBIX TpeboBaHWiA,
KoTopble 6bliv BbiABAEHbl B X04e MNPOBEAEHUA WHCMEKTUMPOBAHMA MPOM3BOAUTENA JIEKAPCTBEHHbIX
CPeACTB WM OCYLLECTBAEHUA JIMLEH3MOHHOIO KOHTPOoAA B cdepe NPOU3BOACTBA J1IEKAPCTBEHHbIX
CPeacTB U NpUBENN WAM  MOTYT MNPUBECTM K MNPOWU3BOACTBY JIEKAPCTBEHHbLIX MpenapaToB ANs
MEANUMHCKOTO NPUMEHEHMUA, NPUYUHMBLUMX UAN CNOCOBHBIX MPUYUHUTL BPES, KU3HU UAM 340POBbIO
rpaxaaH.

(yacTb 3 BBeaeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

4. YnonHoMouYeHHbIn deaepanbHblii OpraH MCNONAHUTENbHOW BAACTU NPU HaUUYUMK Y HEro
CBEAEHWN O HEeCcOoOTBETCTBMM MPOM3BOAUTENA /IEKAPCTBEHHbIX CpeacTs TpeboBaHWAM npasu
HaZnexKalllei NPOM3BOACTBEHHOW NPaKTUKUM U (MAM) O HapyLWeHUU JNIULEH3NOHHbIX TpeboBaHuWiA,
KoTopble 6blAn BbiABAEHbI B X04e MNPOBEAEHUA WHCMEKTUPOBAHMA MPOM3BOAUTENA /IeKapPCTBEHHbIX
CPeACTB WM OCYLLEeCTBNAEHMA /IMLEH3MOHHOTO KOHTpoAsA B chepe NPOM3BOACTBA JIEKaPCTBEHHbIX
CpeacTB U NpuUBENN WAM  MOTYyT TNPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB ANsA
BETEPUHAPHOro NPUMEHEHUA, NPUYUHUBLLNX UAWU CMOCOBHbIX MPUYUHUTL BPea M3HU UAU 340POBbIO
YKMBOTHbIX, paccMaTpuBaeT BOMPOC O MPUOCTAHOBAEHUM peanusaummn U NpPUMeHeHUa NeKapCTBEHHbIX
npenapaToB ANA BETEPUHAPHOIo NPUMEHEHUA B YCTaHOBNEHHOM MM NOPAAKE B CAeAYHOLMX CYYasX:

1) COCTaB wu (MIIM) TEXHO/IOTNMA Npomn3BoACTBa NNIEKAPCTBEHHOIO npenaparta AaAa BETEPUHAPHOro
npumeHeHuA (C onncaHmnem CTaAMVI I'IpOVI3BOLI,CTBa) OT/IMYAOTCA OT 3aABJ/IEHHbIX B PernMcTtpaLMoHHOM
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[OCbe;

2) neKkapcTBeHHbIW npenapaT ANs  BETEPUMHAPHOrO  MNPUMEHEHWA  NpPou3BeAeH  Ha
NPOM3BOACTBEHHOM NNOLLAAKE, HE YKAa3aHHOMN B PErMcTPaLMoOHHOM A0Cbe;

3) y npousBoauTeNns JNeKapCTBEHHbIX CPeaCTB OTCYTCTBYIOT [AOKYMEHTbl, NOATBeprKAaloLlme
COOTBETCTBME KAYeCTBa JIEKAPCTBEHHOIO MpenapaTta A/l1A BETEPUMHAPHOro NpPUMEHEHWUs, BBOAMMOTO B
rpaxkaaHckmn 06opoT, TpeboBaHMAM, YCTAHOBIEHHBIM NPU Er0 FOCYAAPCTBEHHOMN perncTpaunu;

4) npousBOAUTENEM JIEKAPCTBEHHbIX CPeACTB B COrMNAcoBaHHbIA C COOTBETCTBYHOLIUM
YNO/JIHOMOYEHHbIM deaepasibHbiM OpPraHOM UCMOMHUTENbHOM BNAcTU CPOK He yCTpaHeHbl HapylleHua
TpeboBaHMI NpaBMA HagNeNKalLeN NPOM3BOACTBEHHOM NPAKTUKU U (UNK) ULEH3MOHHBIX TPeboBaHUN,
KoTopble 6blin BbiABAEHbl B X04e MNPOBEAEHUA UHCNEKTUPOBAHWUA MNPOU3BOAUTENA NeKapCTBEHHbIX
CPeACcTB WAM OCYLLECTBAEHMA NULEH3MOHHOTO KOHTPoAsA B chepe MNPOM3BOACTBA JI€KapPCTBEHHbIX
CpeacTB U NpuUBENN WAM  MOTYT MNPUBECTM K MNPOU3BOACTBY /IeKApPCTBEHHbIX MpenapaTos ANA
BETEPUHAPHOro NPUMEHEHUA, NPUUUHUBLLNX AN CMOCOBHbIX MPUUNHUTL BPES KU3HU UAU 340POBbI0
YKUBOTHbIX.

(yacTb 4 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

7. B nopsake, npesyCMOTPEHHOM YacTblo 4 HACTOALWEN CTaTbW, YNOJHOMOYEHHbIM deaepanbHbIi
OpraH MCNONAHUTENbHON BAACTM PACCMATPUBAET BOMPOC O MPUOCTAHOBAEHUW peannsaumm MU
NPMMEHEHWNA NEeKAPCTBEHHOrO npenapata Aaa BETePUHAPHOro MPUMEHEHMA B C/y4ae BbIBNEHMA B
rpakaaHckom o6opoTe cepuM  NEeKAPCTBEHHOrO MpenapaTa ANA BETEPUMHAPHOro MNPUMEHEHUS,
OOKYMEHTbI U CBEAEHUS O KOTOPOM, NpeaycMOTPeHHble Yactammn 1 - 3 1 6 cTatbn 52.2 HacTosLeEero
denepanbHOro 3aKOHa, He MPeACTaBaeHbl B YKa3aHHbIA opraH, AMbo cepun MMMYHOBMONOIrMYECKOro
JIeKapCTBEHHOrO Mpenapata ANA BETEePUMHApPHOro MNPUMEHEHWMA, He UWMEeIOLWeln paspeLlleHus,
npeaycMoTPEeHHOro 4Yactbto 8 ctatbm 52.2 HactoAuwero denepanbHOro 3akoHa. B ykaszaHHOM cnyyae
YNONHOMOYEHHbIN  peaepanbHbIil  OpraH  MUCMNOAHUTENIbHOM  BNACTU  MPUHMMAET  pelleHuMe o
NPWOCTAHOB/IEHWUM PeaNU3aLUU U NPUMEHEHMA TAKUX CEPUN A0 NPeLCTaBAEHNA YKA3aHHbIX JOKYMEHTOB
M cBefeHUit 1Mbo A0 NONYYEHMSA YKa3aHHOTO paspeLleHus.

(yacTb 7 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.07.2021 N 317-93)

CratbAa 66. UHPOpMmaLua o pesynbraTax papmaKoHag30pa
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YnonHoOMouYeHHbIM  dpeaepasnbHblit  OpraH  UCNOAHUTENbHOW  BAACTW,  OCYLLECTBAAOLWMMA
dapmaKoHaa30p, MO ero pesy/bTaTam pasmellaeT Ha cBOeM oduuManbHOM caiTe B ceTu "UHTepHeT"
nHdopmaumto o:

1) BbIAB/IEHNN HOBbLIX NOATBEPKAOAEHHbLIX OadHHbLIX O No6OoYHbIX AEﬁCTBMHX, HeXXenateNbHbIX
peakumnax, cepbe3HbIX HeXXenaTe/ibHbIX peakuunax, HenpeaBuaeHHbIX HeXenaTe/ibHbIX peakunax npu
npuMeHeHNN NeKapCTBEHHOIO Npenaparta, B TOM Ynucne BANAKWMX Ha OTHOLWeHUe ommp,aemoﬁ NoNb3bl
K BO3MOXHOMY PUCKY NpUMeHeHNA AaHHOIo 1IEKAPCTBEHHOIO Npenapara,

2) NPUHATbLIX peweHnAX O BHECEHUN M3MEHEHU B MHCTPYKUUIO NO NPUMEHEHUNIO NEKAPCTBEHHOTO
npenaparta, 0 NPUOCTAaHOBNAEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 U3bATUM U3 o6pau.|,eva
NNEKapPCTBEHHOrO Npenaparta nan o BO306HOBNAEHUU NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta.

Fnhasa 14. UHOOPMALINA O NEKAPCTBEHHbIX NPEMNAPATAX. CUICTEMA
MOHUTOPUHTA ABUXKEHUA NEKAPCTBEHHbIX MPENAPATOB
ana MEAUUMNHCKOro NPMMEHEHUA
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)
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Cratba 67. UHPopmaumua O neKapCTBEHHbIX nNpenapatax. CuctTema MOHUTOPUHra ABUXKEHUA
NIEKApCTBEHHbIX NPEenapaTos A8 MeAULUHCKOTO NPUMEHEHUA
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHbopmauma o neKkapCTBEHHbIX NpenapaTax, OTNYCKaeMblX MO PeLEenTy Ha JIeKapCTBEHHbLIN
npenapaT, AOJ/IKHA COAEP)KaTbCA TOMbKO B CMNELMaNAN3UPOBAHHbIX WU3A4AHUAX, NPeAHa3HAYEHHbIX A8
MeaNLMHCKKNX, PpapmaLeBTUYECKUX paboTHMKOB, cneumannctos B obnactu setepuHapun. MHpopmaums
O NIeKAPCTBEHHbIX Npenapatax Aaa chneumManuctoB B ob6aactm obpalleHUs NeKapcTBEHHbIX CPeacTB
MOXKET COAEPKATLCA B MOHOrpaduaAx, CNPaBOYHUKAX, HAY4YHbIX CTATbAX, B AOKNAaAax Ha KOHrpeccax,
KOHdepeHLMAX, CMMMNO3MYMaX, Hay4yHbIX COBETaX, a TaKXe B MWHCTPYKUMAX NO MNPUMEHEHUIO
JIeKapCTBEHHbIX NPenapaTos.

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. UHpopmauma o fieKapCTBEHHbIX npenapaTax, OTnycKaembix 6e3 peuenta Ha fieKapcTBEHHbIN
npenapaTt, MOMeT CoAep*KaTbCA B NyBAMKAUMAX N OBBABAEHUAX CPEACTB MaccoBoi MHbopmMaLumy,
CNeumMann3mpoBaHHbIX U OBLLMX NeYaTHbIX U3AAHMAX, UHCTPYKLUMAX MO NPUMEHEHUID NEeKapCTBEHHbIX
npenapaTtoBs, UHbIX U34aHUAX CYy6bEKTOB 06palleHMA eKapCTBEHHbIX cpeacTB. PeknamHble maTepuansl
O NeKapcTBEHHOM npenapaTte, oTnyckaemom 6e3 pelenTa Ha NEKapCTBEHHbIM npenapart, AOXKHbI
COOTBETCTBOBATb MHCTPYKLMMU NO NPUMEHEHWIO NEKAaPCTBEHHOIO NpenaparTa.

3. [onyckaeTca MCNoONb30BaHWe Nt06bIX MaTepuanbHbIX HOCUTeNel, NO3BONAILIMX XPaHUTb,
nepeaasaTb M MCNO/b30BaTh MHGOPMALIMIO O SIEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHUA.

4. Ona ueneit npeHTUOUKALUMKM YNAKOBOK JIEKAPCTBEHHbIX MpenapaToB AN MeAMLMHCKOro
NPUMeHeHUA NPOU3BOANUTENIN NEKAPCTBEHHbIX CPEACTB B NOPSAKE, YCTaHOBEHHOM [paBUTENbCTBOM
Poccuiickolt depepaumm, HaAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLUEHMM IEKAPCTBEHHbIX NpenapaTos
AN MeAUUMHCKOro NPUMEHEHUS, A1 KOTOPbIX HEe NpeAyCMOTPeHa BTOPUYHAA YNaKOBKa) U BTOPUYHYIO
(noTpebuTenbcKyr) YNaKoBKY NEKAPCTBEHHbIX NPENapaToB 418 MeAMLMHCKOro NpUMeHeHUs cpeacTea
NOEHTUOMKAUMKM, 33 WUCKAOYEHMEM NEKAPCTBEHHbIX MPENAPATOB A1 MEOULMHCKOro MPUMEHEHMUS,
NPOM3BOAUMBIX 417 NPOBEAEHUSA KAMHUYECKMX UCCAeA0BaHUM, IKCNOPTA, IEKAPCTBEHHbIX NpenapaTos
AN MeAMLMHCKOro NMPUMEHeHMA, yKasaHHbIX B Yactax 5 n 8 cratbn 13 HacTtoawero denepanbHoOro
3aKOHa, pagnodapmaL,eBTUHECKUX NEKAPCTBEHHbIX MPENapaToBs, BbICOKOTEXHOIOMMYHbIX IEKAPCTBEHHbIX
npenapaToB, KOTOpble MPOU3BEAEHbI MANbIMU CEPUSMM, COCTOAT U3 OAHOM WAU HECKONbKUX 03
BbICOKOTEXHONOMMYHOIO NIEKAPCTBEHHOTO MpenapaTa, NpegHasHayeHbl AN KOHKPETHOro MaumeHTa,
MMEIOT KOPOTKUI CPOK roAHOCTM (A0 AEBAHOCTA KafeHAAPHbIX AHEN) U (MaKn) TemnepaTypHbI peXrum
XPaHEHMUA M TPAHCNOPTUPOBAHUA MUHYC 60 rpaaycos Llenbcnsa nnm Huxe, NUABOK MeANLMHCKUX U ra3oB
MEANUMHCKUX.  [NA  NeKapCTBEHHbIX MNpenapatoB C  MeXAyHapoAHbIM  HenaTeHTOBaHHbIM
HanmeHoBaHMeM "ITaHon" cpeacTBO MAEHTUPUKALUM HAHOCUTCA HA BTOPUYHYIO (NOTPEebUTENbCKYIO)
YMaKOBKY B C/y4yae, ec/v TaKas YNaKoBKa SBMAETCA MHAMBUAYA/NbHOM BTOPWUYHOM (NOTpebutenbckoi)
YMaKOBKOW 3TOTO JIEKAapCTBEHHOro Mpenaparta, a B C/lyyae OTCYTCTBUA BTOPWUYHOW (NOTPebuTenbcKoit)
YNaKOBKM WAM HaNMUMA YNAKOBKM, B KOTOPOM Haxoautca 6osee OAHON eAMHWMUDBI YKa3aHHOro
NIeKapCTBEHHOrO npenapata B MNEPBUYHON YMaKOBKe, CPeACTBO MAEHTUPMKALMM HAHOCUMTCA Ha
NepPBUYHYIO YNAKOBKY.

(yactb 4 BBeaeHa degepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03 (pea. 27.12.2019); B pea.
denepanbHbix 3aKkoHoB 0T 04.08.2023 N 428-d3, o1 30.01.2024 N 1-d3)

5. XapaKTepucTuku cpeactBa WAEHTUOUKALMM, MNOPALOK €ro HaHeceHus U TpeboBaHMA K
CTPYKTYpe u dopmaty MHPOPMaLUKN, KOTOPYI COOEPKUT CPEeACTBO MAEHTUdMKaUMKM, onpeaenaroTca
Mpasutenbcteom Poccuiickoin ®eaepaumn.

(yacTb 5 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

6. Mopsadok co3gaHuA, pasBUTUA, BBOAA B 3SKCMayaTauMio, 3KchayatTauMmM M BbiBOAa U3
3KcnayaTauuMm cUCTEMbl MOHWUTOPWHIA ABUMKEHUA JfIeKapCTBEHHbIX MpenapaToB A1A MeAUUUHCKOro
NPUMeHeHMA, NOPAAOK NpeAocTaBAeHUs WMHPOpMaUUK, coaeprKaleica B cUCTeEME MOHWUTOPUHra
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OBUXKEHUA NEeKapCTBEHHbIX NPENapaTos 418 MEAUUMHCKOIO NPUMEHEHUA, U NOPAAOK B3aMMOAENCTBUA
YKa3aHHOW  CUCTEMbl C  WMHbIMW  TOCYAAPCTBEHHbIMU  MHPOPMALMOHHBIMKM  CUCTEMaMKU W
MHOOPMALMOHHBIMU  CUCTEMAMU  LOPUAMYECKUX UL, U UHAMBUAYANbHbLIX NpesnpuHUMaTencei,
YKasaHHbIX B 4Yactax 7 u 10 HacToAwelh craTbM, ycTaHaBauBatotca [lpaBuTenbcTBOM PoccuiicKon
depepaunn. OnepaTopamm CUCTEMbI MOHUTOPWUHIA LOBWMKEHWA JIEKAPCTBEHHbIX MpenapaToB Ans
MEANUMHCKOTO NpUMeHeHua naBnstoTcAa  depepasnbHbli OpraH WUCMOAHUTENIbHOM Bnactu u  (uam)
opraHusauma, ynoaHomoueHHble MNpasutenbctBom Poccuiickoint ®eaepauymu.

(yacTb 6 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

7. lOpunamnyeckme nuua N MHANBUAYaNbHbIE NPEANPUHMUMATENN, OCYLLECTBAIAIOLME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuitckyto Pepepaumto, OTNYCK, peanusaumio, nepegadvy, NpUMEHeHUe u
YHUUYTOXKEHWNE NEeKAaPCTBEHHbIX NPENapPaToB A4 MeSULMHCKOro NpumMmeHeHus, obecneymBatoT B nopasgke
M B COCTaBe, KoTopble YycTaHoBAeHbl [MpaBuTenbcTtBom Poccuitickont dPepepaunm ¢ yyetom BMAa
OCYLLECTBNAEMON UMW [EATeNbHOCTM, BHECceHWEe WMHPOPMaLMM O NEeKapCTBEHHbIX MpenapaTtax AnA
MEONLMHCKOTO MPUMEHEHNA B CUCTEMY MOHUTOPWHIA ABUMKEHUA JIEKAPCTBEHHbIX MpenapaTos AnA
MEONLMHCKOTO NMPUMEHEHMUA.

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoOHOM oT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble npenapaTtbl AA MeAUUMHCKOrO NPUMEHEHUA, npefHa3HavyeHHble AnA
obecneyeHusa nunu, 60bHbIX remMoPUIME, MYKOBUCLNAO30M, TMNOPU3APHbIM HAHM3MOM, 60Ee3HbIO
lowe, 310KayecTBEHHbIMM HOBOOOPa30BaHMAMU NUMIOUAHOMN, KPOBETBOPHOW M POACTBEHHbLIX MM
TKaHeWl, paccesiHHbIM CKAEpPO30M, /UL, NOocCAe TPaHCNAaHTaUMKM OpraHoB M (Mau) TKaHewn,
npousseseHHble A0 31 pekabpsa 2019 roga, a TaKKe WHble JIeKApPCTBEHHble Mpenapatbl AAA
MeaVLMHCKOro NnpumeHeHus, npousseseHHble ao 1 niona 2020 roga, nognexart XpaHeHUto, NepeBo3kKe,
OTMYCKy, peanusaumun, nepesayde, NpuMeHeHnto 6e3 HaHeceHus cpeacTB MAEHTUDMKALMN 40 UCTeYeHUA
CpOKa ux rogHocTtu. MpaButenbcTBo Poccuitickon ®epepaLmm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B
rpa*k4aHCKMM 060pPOT NEKAPCTBEHHbIX NPENapaToB A1 MeAULMHCKOrO NPUMEHEHMUA, NPOU3BEAEHHbIX B
nepuog ¢ 1 uona 2020 roga no 1 oktabpa 2020 roga. B uenax BBoAA B rparkgaHCKuin obopot
JIeKapCTBEHHbIE nNpenapaTtbl ANA MEeAMUMHCKOrO MPUMEHEHMA, 3a WCKAKOYEHMEM IEKAPCTBEHHbIX
npenapaTos, MpegHa3Ha4YeHHbIX gns obecnevyeHns v, 60NbHbIX remoduanen, MyKOBUCLULO30M,
runodusapHbiM HaHM3MOM, 6ose3Hbio Mole, 3/10KaYecTBEHHbIMWU HOBOOGPA30BaHUAMKN TUMONAHON,
KPOBETBOPHOW M POACTBEHHbIX UM TKaHEM, pacCeAHHbIM CKAEPO30M, /UL, NOCAe TPaHCNAaHTaLum
OpraHoB W (Mnn) TKaHel, NpousseaeHHblE 3a Npegenamu TepputTopun Poccuiickon ®eaepaumm o 1
oKTA6pa 2020 roga, moryT 6bITb BBe3eHbI B Poccuiickyto deaepaumio oo 1 aHeapa 2021 roga B nopaake,
ycTaHoB/eHHOM MpaBuTenbcTBomM Poccuiickolt ®epepaumm, 6e3 HaHeceHUs CPeAcTB UAEHTUPUKALUN.

(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, ot 13.07.2020 N 206-3)

8. OpraHuzauma WHGOPMALMOHHOTO B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIA ABUXKEHMUA
NIeKApPCTBEHHbIX MNpPEenapaTtos AAA MeAUUMHCKOTO MPUMEHEHMA C  MHbIMW  TOCYAAPCTBEHHbIMMU
MHOOPMAUMOHHBIMX CUCTEMaMKM obecrneymBaeTca B TOM 4uC/e MOCPeacTBOM MHOPACTPYKTYpbI,
obecneunsatowen UHGOPMALMOHHO-TEXHONOTMYECKOE B3aMMOAENCTBME MHPOPMALMOHHDBIX CUCTEM,
NCNONIb3yeMbIX ANA NPefoCTaBAEHUA TOCYAAPCTBEHHbIX M MYHUUMMANAbHbBIX YCAYT WU UCMNOJIHEHWUA
rocygapCcTBEHHbIX M MYHUUMNAAbHBIX GYHKLUMIA B 9N1E€KTPOHHON dpopme.

(yacTb 8 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

9. UHpopmauma, copepKalLlaaca B CUCTEME MOHUTOPUHIA ABUXKEHUA IEKAPCTBEHHbIX NpenapaTos
AN MeONUMHCKOTO NpUMeHeHus, asaseTca MHGopmaLmein orpaHMYeHHOro A0CTyna B COOTBETCTBUM CO
cTaTbeit 9 denepanbHOro 3akoHa ot 27 uiona 2006 roga N 149-93 "06 nHbopmaumnmn, MHGOPMaLIMOHHbIX
TEXHONIOTUAX U O 3aLmTe MHPopmaunn", 3a UcKNtoYeHnemM MHPOPMALUKN, HEZOMYCTUMOCTb OFPaHUYEHUS
OOCTyna K KOTOpOW ycTaHoB/AeHa denepasnbHbIMM 3aKOHaMM, a TaKXKe MHOOpMaLMM, OTHECEeHHOW
MpaBuTenbctBom Poccuiickoit Pepepaunmn B COOTBETCTBUM C HacToAwmm degepanbHbiM 3aKOHOM K
obuwepnoctynHoit MHpopmaumm. ObweaoctynHana nHGopmMmauma, CoaepKaLlasnca B CUCTEME MOHUTOPUHIA
OBVXKEHUA  /IEKAPCTBEHHbIX NpPenapaTtoB AAs  MegULMHCKOrO MNPUMEHeHUs, pasmellaeTtca B
MHGOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" (B Tom umcne B Gopme OTKPbITbIX AaHHbIX)
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B Nopsiake, yctaHoBneHHom MpasuTtenbctBom Poccuinckolt egepaumm.
(yacTb 9 B pen,. PepepanbHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. focTtyn K MHGOPMaLUM, CoAepKALLENCA B CUCTEME MOHUTOPUHTA ABUKEHUS IEKAPCTBEHHbIX
npenapatos A1 MeAULMHCKOro npumeHeHus, obecrneynmBaeTca OonepaTopom CUCTEMbl MOHUTOPUHra
ABUXKEHMA NIeKapCTBEHHbIX NPenapaToB A9 MeAULMHCKOro NpUMeHeHMa B NopsiaKe, YCTaHOBAEHHOM
MpasutensctBom Poccuitckon ®Pegepauuum, B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickoi
depepaunmn 06 uMHPopmauMn, WHOOPMALMOHHBIX TEXHOAOINMAX W O 3awmte MHPopMaLUK,
3aKoHoZaTenbcTBOM  Poccuitckoit  degepauum O rocygapCTBEHHOW TaliHe, 3aKOHOAATEeNbCTBOM
Poccuiickoit ®eaepaumm 0 KOMMEPYECKON U MHOW OXPaHSAEMOM 3aKOHOM TaliHE 1 C YY4ETOM MOJIOKEHNI
HacToAwen crtatbu. [lpaBuTenbcTtBO Poccuitickon Pepepaumm BApaBe YCTAHAB/AMBATb MepevYeHb
JIEKApCTBEHHbIX MNpenapaToB AAs MeAMUMHCKOro MnpuMeHeHua W (Man) rpynn  NeKkapCTBEHHbIX
npenapatoB A MeAMUMHCKOrO MNPUMEHEHMA M OCOBEHHOCTM AocTyna K WMHPOpMAUMM O TaKUx
JIEKapCTBEHHbIX MpenapaTtax, coAep’Kallemca B CUCTEME MOHMUTOPUHIA ABUMKEHUA NEKaPCTBEHHbIX
npenapaTos A1A MeAUUMHCKOro NPUMEHEHUA.

(yacTb 9.1 BBeaeHa deaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.2. lonb3oBaTenn CUCTEMbl MOHUTOPUHIA ABWXKEHWS JIEKAPCTBEHHbIX MNpenapaTtoB A
MeANUMHCKOTO NpumMeHeHns o61agaloT NpaBomM AOCTyna K MHbopMauuKn, coaeprkaleinca B cucteme
MOHUTOPUHIA ABUXEHUNA NeKapPCTBEHHbLIX MpenapaTtos AnA MeaULUHCKOro npmmeHeHua, C y4eTom
OrpaHMYEeHMN AOCTyna K yKasaHHOW MHPopmMauum M ee nocneaywolien obpaboTke, yCTaHOB/IEHHbIX
HacToawum PenepanbHbiM 3aKOHOM M UHBIMW HOPMATUBHLIMM MPaBOBbIMM aKTamu Poccuinckoit
depepauun.

(yacTb 9.2 BBeaeHa desepanbHbiMm 3akoHOM oT 04.08.2023 N 474-03)

9.3. dPepepanbHble OpraHbl UCMONHUTENIbHOW BAACTM W WUCMNOJIHUTE/IbHblIE OpraHbl CyObLEKTOB
Poccuiickoir Pegepaumnm B uensax, onpegeneHHbix Mpasutenocteom Poccuiickont degepaunm, Mmerot
npaBo AocTyna K MHbopmaumm o cybbekTax obpallleHna NeKapCTBEHHbIX CPeAcCTB, O NEeKAPCTBEHHbIX
npenapaTtax u 06 06opoTe TakKMX NeKAPCTBEHHbIX NpenapaTosB, HEOBX0AMMOWN ANA BbINOJAHEHWUS 33434 U
ocywecTBneHmMa QYyHKUMIN, BO3NOXKEHHbIX Ha d¢enepasnbHble OpraHbl WUCNOAHUTENIBHON BAACTU U
WCNONIHUTENbHbIE OpraHbl cybbekToB Poccuitickolt Pepepaumn, CTaTUCTUYECKON WHbOpMAUUK O
JIeKapCTBEHHbIX NpenapaTtax U 06 nx obopoTe, a Takke K 0buieaocTynHo nHpopmaummn. Coctas saTon
nHbopmauum onpeaenserca cornaweHmamm o6 MHGopPMaLMOHHOM B3aMMOAENCTBMU, 3aKNHOUYEHHbIMU
OMepaTopomM CUCTEMbI MOHMUTOPMHIA ABUKEHMUA JIEKAPCTBEHHbLIX MpenapaToB Ana MeaMLUMHCKOro
npMmeHeHns ¢ deaepanbHbIMM OpraHaMm UCNOSIHUTENbHOM BNAACTU MU UCNONHUTENbHBbIMW OpraHamm
cybbektoB Poccuiickont  depepaunmn n  degepanbHbiM  OPraHOM  UCMONHUTENbHOW  B/IaCTH,
OCYLLECTBAAOWMM PYHKUUN MO BbIpaboTKE M peanms3aumnmn rocyaapcTBeHHOM NOANTUKN U HOPMATUBHO-
NpaBoOBOMY PEryMPoBaHuto B chepe 34paBOOXpaHEeHUs.

(yactb 9.3 BBeaeHa denepanbHbiM 3aKoHOM oT 04.08.2023 N 474-03; B pea. degepanbHOro 3akoHa ot
08.08.2024 N 232-93)

9.4. Cyb6beKT obpalleHns NeKapCcTBEHHbIX CPeacTB MMeeT NpaBo AOCTyna K MHbopmauum ob
onepaumax C NeKapCTBEHHbIMM MpenapaTtamu 48 MeAULMHCKOTO NMPUMEHEHMUA, COBEPLUEHHbIX 3TUM
CyObeEKTOM 06paLLLEHMA NEKAPCTBEHHbIX CPEACTB, a TaKXKe K 06Lwen0CcTynHON MHGopMaLMK.

(yacTb 9.4 BBeaeHa denepanbHbiMm 3akoHOM oT 04.08.2023 N 474-03)

9.5. Onepatop cCUCTEMbI MOHWUTOPUHIA AOBUMMKEHMA JIeKApPCTBEHHbIX Mpenapatos Ana
MeAULMHCKOro npumeHeHua obnagaeT npaBom AocTyna K uHdoOpmauuu, coaepikallencs B cucteme
MOHUTOPUHIA ABUMKEHWUA JIEKAPCTBEHHbIX MNPenapatoB Ana MeAMUMHCKOro NPUMEHEeHUs, BK/toYas
MHPOpPMaLUMIO OrpaHMYEHHOro AO0CTyna, C BO3MOXHOCTbIO ee 06paboTkn, B TOM uucne ee
NnpeaocTaBfeHns M PacnpocTpaHeHuna, obecnevyeHMs [0CTyNa K HeM M OKasaHuMAa ycayr c ee
ncnosb3oBaHMem (ganee - obpaboTKa).

(yacTb 9.5 BBeaeHa PeaepanbHbiM 3akoHOM oT 04.08.2023 N 474-93)
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9.6. OnepaTop CUCTEMbI MOHWTOPUHIA [ABUMKEHUA NIEKAPCTBEHHbIX MNpenapaToB  AnA
MeANUMHCKOTO MPUMEHEHUA MOXET OCYLLECTBAATb 06paboTKy MHOPMaLMM OrpaHUYEHHOrO [0CTYNa,
COAEPrKALLENCA B CUCTEME MOHWUTOPWUHIA ABUMKEHWUA NIEKAPCTBEHHbIX NPEenapaToB 418 MeAULMHCKOro
NpPUMeHeHMA, NpU ycnosmn o6s3aTeNbHOro 06e31nMYMBaHMA TaKoW MHPOPMaLMU B COOTBETCTBUM C
yTBEPKAAEMbIMK PeaepasbHbIM OPraHOM WCMOJAHUTENbHOW BAACTM, OCYLECTBAAOWMM GYHKUMM MO
BblpaboTKe M peannsaumm rocyfapCTBEHHON MOAUTUKU U HOPMATUBHO-MPABOBOMY PErY/IMPOBAHUIO B
chepe 34paBOOXPAHEHMA, MO COrNacoBaHuio ¢ denepasbHbIM OPraHOM MCNOAHUTENbHON BAACTH,
OCyLLEecTBAAWMM PYHKLMN MO KOHTPOJIIO U Haa30py B chepe MHPOPMALMOHHDBIX TEXHONOMMA U CBA3M,
n denepanbHbIM OPraHOM WCMOAHUTENbHOW BAactM B ob6nactm obecneyeHna 6e3onacHOCTH
TpeboBaHMAMM K 006e31MYMBaHMI0 TakKoW MHPoOpmMauMm U MeTogamu 06e3nnYMBaHMA  TaKoM
nHoopmaummn. 0Ob6esnnyeHHas WMHOOPMAULMA, MOJYYEHHAA B pe3ysbTaTe YKasaHHoON 06paboTkm wu
CoLepKaLAnAca B CUCTEME MOHUTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX NPEnapaTos 414 MegULMHCKOro
npumeHeHua, asnaetca MHGopmaLmelt orpaHMYeHHoro goctyna. O6esnmnyeHHaa MHopmaums, 4OCTyn K
KOTOpPOiI1 6bln obecneyeH oNepaTopomM CUCTEMbI MOHUTOPUHIA ABUMKEHUA IEKAPCTBEHHbIX NpenapaTos
ONA MeANUMHCKOTO NMPUMEHEHUA B LLENAX OKA3aHWUA YCAYT C ee UCMOIb30BaHMEM, NOANEKUT XPAaHEHMIO
B CMCTEME MOHMUTOPUHIa ABUKEHUS NEKAPCTBEHHbIX MPenapaToB A8 MeAUUNHCKOTO NPUMEHEHUA He
MeHee NATM NeT ¢ AaTbl NpefocTaBAeHuA A0CTyna K o0be3nmyeHHon uHopmauMu, U Ha Hee He
pacnpocTpaHstoTca TpebosBaHMA K MHGOPMALMKM OFrPaHUYEHHOrO A0CTYyNa, YCTAHOB/AEHHbIE HACTOALLEN
CTaTben.

(yacTb 9.6 BBeaeHa deaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.7. Onepatop CUCTEMbl MOHUTOPUHIA ABWMKEHWS NIEKAPCTBEHHbIX MpenapatoB  AnA
MeANLMHCKOTO NMPUMEHEHMA MOMKET OCYLLEeCTBAATb 06paboTKy MHGoOpPMaLUM OrpPaHNUYEHHOro A0CTYNa,
cogeprKallenca B CMCTeMe MOHWUTOPWUHTA OBUMKEHWUS NIeKAapCTBEHHbIX NPenapaTtoB AnA MeAMLMHCKOro
NPUMeHeHUs, NoNy4YeHHON OT cybbeKTa obpalleHna IeKapCTBEHHbIX CPeAcTB, 3aPerncTpPUpPOBaHHOIO B
CUCTEME MOHMUTOPMHIA AOBUXKEHWUA NeKapCTBEHHbIX MPenapatoB AN MEeAMUMHCKOTO MPUMEHEHUS U
npeacTaBuMBLLIEro B Hee CBEAEHMA, B MHTEpecax M Mo MNOPy4yeHUI0 TaKoro cybbeKkTa obpalleHun
JIeKapcTBEHHbIX cpeacTs 6e3 obe3nmunBaHua MHPOpPMaLMM OrpaHUYEHHOro A0CTyna.

(yacTb 9.7 BBegeHa depepanbHbim 3akoHOM 0T 04.08.2023 N 474-3)

9.8. OnepaTop cuUCTeMbl MOHUTOPUHIA AOBUXKEHUA JIeKapCTBEHHbIX npenapatos AaA
MeAMUMHCKOrO NPUMEHEHWUs BMpPaBe OKa3blBaTb HA HEAUCKPUMMWMHALMOHHOWM OCHOBE YCAYyrM C
NCNosb3oBaHMEM 06e31MYeHHON UHbOopMALMKN, CoAepKalleica B CUCTEME MOHUTOPUHIA ABUMKEHUS
JIeKapCTBEHHbIX NPenapaToB AN MEANLUMHCKOTO NpUMeHeHus, cybbekTam obpalleHUs NekapCcTBEeHHbIX
CpeAcTB, NOPAAOK M CTOMMOCTb OKa3aHUA KOTOPbIX ONpeaenatTca onepaTopom CUCTEMbl MOHUTOPUHTA
OBUXKEHMA NIEeKAPCTBEHHbIX MNpenapaToB AA8 MEAULMHCKOrO NPUMEHEHUA, C YYETOM OrpPaHUYEHUM
noctyna K obesnnueHHol MHGOPMaLMM, YCTAHOB/IEHHbIX HacTosWEeN cTaTbei. YKasaHHble NopaaoK U
CTOMMOCTb OKa3aHMA TaKUX YCAyr pasmMelatoTca OonepaTtopomM CUCTEMbI MOHUTOPMHIA ABUMKEHUSA
JNIeKapCTBEHHbIX MpPenapaTtoB Aas MegUUMHCKOro MNPUMEHEHWs Ha calTe CUCTeMbl MOHWUTOPMUHIA
OBVXKEHUA JIEKAapCTBEHHbIX MNPenapaTtoB AAA MegMUMHCKOro npumMeHeHna B  WHGOPMALMOHHO-
TeNIEKOMMYHUKAUMOHHOMW ceTn  "WHTepHeT" ©M  noanexat KOHTPOAKO B COOTBETCTBMM C
aHTMMOHOMO/IbHbIM 3aKOHOAATENbCTBOM Poccuiickon deaepaummn. YKasaHHble NOPSAOK M CTOMMOCTb
OKasaHMA TaKUX YCAYyr AONXKHbI 6bITb €4AMHbIMM AN BCEX /ML, 06paLLaloLLMXCA 33 OKa3aHWeM YCAyru B
OTHOLLEHUM OAMHAKOBLIX BMAA, obbema W cocTaBa npepocTaBasemon mHbopmaumm. CybbeKkTam
obpalleHMa NeKapCTBEHHbIX CPeacTB 3anpeLLaeTca NpPeaoCcTaBasTb M PaAcnpoCTPaHsaTb MHPopmaumio,
MOJIy4YEHHYIO B COOTBETCTBUM C HACTOALLEM YaCTblO.

(4acTb 9.8 BBegeHa deaepanbHbim 3akoHOM 0T 04.08.2023 N 474-03)

10. NpousBoanTENb /IEKAPCTBEHHBIX CPEACTB, AepyKaTenb Anbo Bnaseneu, PerncTpaLMoHHOro
YAOCTOBEPEHUA NIEKAPCTBEHHOrO npenapaTta WAM NPeACTaBUTENbCTBO WMHOCTPAHHOW OpraHuM3aumu,
ABNAlOWeENCca aepkatenem AMbo BAaAENbLEM PErMcTpaLMOHHOrO YAOCTOBEPEHMS /IeKapPCTBEHHOro
npenaparta, Ha Tepputopum Poccuitckoit degepaumm, 3aperncTpMpoBaHHble B CMCTEME MOHUTOPUHIA
ABWXKEHUA NleKapCTBEHHbIX MpenapaTtoB AN MeAWMUMHCKOro MPUMEHEHMA M npeacTaBMBLIME B Hee
CBEAEHMA O HAaHEeCEeHUW CPeaCTB MAEHTUPUKALUMM Ha YNAKOBKM SIeKapCTBEHHbIX NpenapaTos, Hapaay C
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nHbopmaumen, yKasaHHOM B 4YacT 9.4 HacTosWEW CTaTbM, NOMyYaeT COAEP’Kallytocs B cucTeme
MOHUTOPUHIA ABUMKEHWUA IEKAPCTBEHHbIX NPEnapaToB AAA MeAUUNMHCKOIro NpuMeHeHua nHGopmauuto
OrpaHUYEHHOro AOCTyNa O CEPUSAX M NAPTUAX STUX SIEKAPCTBEHHbIX NpenapaToB 6e3803Me34HO 1 Bnpase
OCYLLECTB/IATb CAMOCTOATE/IbHO MAKN Mopy4YaTb 06paboTKy Tako MHPOPMALMM TObKO B COBCTBEHHbIX
nHTepecax. MpuM 3TOM JOCTYN K TaKOW MHOOPMAUUM UM pe3yabTaTaM ee 0H6paboTKM MMeeT TONbKO
OaHHbIA cybbeKT obpalleHMa NeKapCcTBEHHbIX CPeaCcTB MU /INLO, KOTOPOMY OH nopy4nn obpaboTky.
CoctaB npepocCTaBAAemoii B COOTBETCTBMM C HAcTOAWEM 4YacTblo WHbOpMauumM onpeaensetca
Mpasutenbctsom Poccuiickoin Pepepaumn.

(yacTb 10 B pea. PepepanbHoro 3akoHa ot 04.08.2023 N 474-d3)

11. 3a npon3BOACTBO MM NPOAANKY IEKAPCTBEHHbIX NPENAPATOB 419 MEAULMHCKOrO NPMMEHEHMA
6e3 HaHeceHuMAa cpeacTB MAeHTMOUKAUNKM, C HapyLLEHMEM YCTAHOBNEHHOrO NopsAKa MX HaHeceHwus, a
TaKXe 332 HEeCBOEBPEMEHHOE BHECEHME AAHHbIX B CUCTEMY MOHUTOPUHIA ABUMMKEHWUA SIEKAPCTBEHHbIX
npenapatos Aaa MeAMUMHCKOrO MNPUMEHEHMA WAW BHECEHME B Hee HeAoCTOBEPHbIX AaHHbIX
opugnyecKkme Anua U MHAMBMAYa bHble NPeANPUHMMATENMU, YKa3aHHble B YacTax 4 M 7 HacToAlen
CTaTbMW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoi Peaepaumu.
(yacTb 11 BBEeAeHa ®eaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

12. MpaButenbctBo Poccuitickolt dPepepaunm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHeAPEHUN
CNCTembl MOHUTOPUHTa ABUNXKEHUNA NeKapCTBEHHbIX npenapatos AnAa mMeguumnMHCKOro npumeHeHwuA,
BK/IIOYAA CPOKM ee BHeApPeHWs, B OTHOLWEHWMW JIEKAPCTBEHHbIX NpenapaTtoB AA8 MeaMLMHCKOro
npumeHeHna, BKAKOYEHHbIX B nepedyeHb XW3HEHHO HEO6XOAMMbIX MU BaXKHenLWwmnx NNeKapCTBEHHDbIX
npenapaToB, /1€KAPCTBEHHbIX MPENapaToB, MpeAHa3sHA4YeHHbIX AAAa obecneyeHna nuL, OGONbHbIX
remoouanen, MyKoBMCUUAO30M, TMNOPU3aPHbIM HaHU3IMOM, GonesHbio louwe, 3/10Ka4ecTBEHHbIMMU
HOBOOOpa3oBaHUAMU NMMPOUIAHON, KPOBETBOPHOM WU POACTBEHHbIX MM TKaHEW, paccesaHHbIM
CKNEepo30oM, /ML, Nocae TPpaHCNNaHTaLMM OpPraHoB U (MAKM) TKaHeW, MHbIX NEKAPCTBEHHbIX NpenapaTos
ANA MeONLVMHCKOro NpuMeHeHuA.

(yactb 12 BBeageHa ®egepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

nhasa 14.1. OTPAHUYEHUA, HAJNATAEMbIE
HA OPTAHU3ALUN, OCYLLUECTBNAIOLWMUE OEATENIBHOCTDb
MO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB

(eBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuyeHMA, Hanaraemble NpU OCYLLECTBNAEHUU JAeATeNbHOCTM B cdepe
06paLLeHnn eKapcTBEHHDIX CPeacTB

1. OpraHusaumu, 3aHMmalowmeca paspaboTKkoil, npousBoAcTBOM W (MaM) peanusaumen
NIeKapCTBEHHbIX NMpenapaToB ANA MeAWUMHCKOro NPUMeHeHua, opraHvMsaummn, obnagatolme npasamu
Ha MCNo/Nb30BaHME TOProBOr0 HaMMEHOBaHWA JIEKAapPCTBEHHOro mnpenapata And  MeguLMHCKOro
NPUMeHeHNA, opraHM3aLMM oNTOBOM TOProBAN NEKAaPCTBEHHbIMM CPeACTBaMM, anTeyHble opraHusauum
(Mx npeacTaBUTENM, UHbIE PUNYECKME U HOPUAMYECKME ML, OCYLLLECTBASAIOWME CBOIO AeATeIbHOCTb OT
MMEHM 3TUX OpraHn3auuii) B OTHOLIEHUU MEeANUMHCKMX PabOTHUKOB U pyKoBoAUTeNel mMmeanuUHCKUX
opraHu3auuii He Brpase:

1) Bpy4aTb NOAAPKM, BbINIAUNBATL AEHEXKHbIE CPEACTBA (32 UCKIOYEHMEM BO3HarpaykaeHWin no
AOroBopam nNpu NpPOBEAEHUWN KAMHUYECKMX UCCNeAO0BaHWI NEeKapCTBEHHbIX MpenapatoB Ans
MeAMLMHCKOrO MPUMEHEHMA, BO3HArparKAEeHWW, CBA3AHHbIX C OCYLLECTBJAEHUMEM MEeANUMHCKUM
PaboTHMKOM NeaarorMyeckoi u (Mam) HaydyHon AeATeNbHOCTK), B TOM YMC/ie OMNaunBaTb pass/iedeHus,
OTAbIX, NPOE34, K MecTy OTAbIXa, a TaKXKe NPUBAEKaTb K yYacTUIO B pa3B/ieKaTesbHbIX MeponpuUATHSX,
NPOBOAMMbBIX 33 CYET CBOUX CPEACTB;

2) 3aKNKo4YaTb cornaweHnAa O Ha3Ha4YeHun wunan pekomeHgaumnm naunueHTam J1eKapCTBEHHbIX
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npenapatos 4a4 MeaAUUUNHCKOro npumeHeHuA (3a UCKNKOYEHNnEm AO0rosopos O nposeaeHUn
KTNMHNYECKNX VICCﬂe,CI,OBaHMﬁ NEeKapCTBEHHbIX NpenapaTtoB AnAa megnumnHCKoro I'IpMMeHeHMﬂ);

3) npepoctaBnATb 06pasubl NEKAPCTBEHHbIX MPENapaTtoB AAA MeAMLMHCKOro NPUMEHEHUs B
Lensax BpydYeHuUa naumeHTam (3a WCK/IIOYEHWEM C/ly4yaeB, CBA3AHHbIX C MPOBEAEHMEM KIMHUYECKUX
nccneno0BaHNn NeKapCTBEHHbIX NPENapaToB AN MeAULMHCKOrO NPUMEHeHUsA);

4) npeaocTaBNATb HEAOCTOBEPHYD U (MKN) HEMNoNHYH UHPOPMALMIO O IeKapCTBEHHbIX
npenapartax aaa MmeAauLUUHCKOro NPUMeEHEHUs;

5) nocewaTtb UX B pa6oqee BpemMA Ha pa6oqu MecCTaX, 3a UCKNKDYEHNEM C/lydaeB, CBA3aHHbIX C
nposeaeHnem KANHUYECKUX MCCﬂeAOBaHMﬁ NEKapPCTBEHHbLIX nNpenapatoB 4na MegUUNHCKOro
npunmeHeHuAa, ¢ ydactmem B nopAaake, yCtraHOB/ZIEHHOM PyKOBOOUTENEM Me,D,VILI,MHCKOﬁ opraHunsauuu, B
C06paHMﬂX MeaULNHCKNX pa6OTHMKOB M UHbIX MEPONPUATUAX, HAMpPaB/IEHHbIX Ha NOBbiWeEHNE WX
I'IpOd)ECCMOHa/'IbHOI'O YPOBHA UAN Ha npeaocraBieHne MHd)OpMaLI,MVI, CBA3AHHOM C ocyuwecTtBieHnemM
MOHWUTOPWUHIa 6esonacHoCTU NEKapPCTBEHHbIX NPENapaTos,

6) NOBYKAaTb K BbIMUCbIBAHMIO 1IEKAPCTBEHHbIX MPEnapaTos ANsA MeAULMHCKOrO NPUMEHEHMs Ha
61aHKax, cofeprKawmx MHGOPMaLIMIO PEKIaMHOMO XapaKTepa, a TakKe Ha peuenTypHbix 6aaHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMeHOBaHME /NEeKapCTBEHHOro npenapaTta Ana MeOULMHCKOro
npUMeHeHus.

2. OpraHusaumm, yKasaHHble B ab3aue nepBom Yactv 1 HacToAlen cTaTb, U UX NPeacTaBuTeENIN B
OTHOLLEeHUM bapmaLeBTUYECKMX PabOTHMKOB 1 pyKOBOAUTENEN anTeuHbIX OpraHu3aLumii He Bnpase:

1) Bpy4aTb NoAapKu, BbiNZ1a4nBaTb AeHEXHblEe CpeacTBa, B TOM 4YMUCNE ONJ1Ia4nBaTb pa3BsievyeHuA,
OTAbIX, Mpoe3n K MeCTy OTAbiXa, U NpPUuBAEKATb K Y4YaCTUIO B pPa3B/iekaTe/ibHbIX MeponpuAaATHUAx,
npoBOoAMNMDbIX 3a CHET CBOUX CPEACTB;

2) npenocTaBaATb o6pa3u,b| NNEKAPCTBEHHbLIX Npenapatos AnA MmegunumHCKOro npmMmeHeHuAa AanA
Bpy4YeHHnA HaceneHuio,

3) 3akno4YaTb COrNAlEHMA O MNPensIoKEHUM HACENEHUIO OMpeaesieHHbIX J1IeKAPCTBEHHbIX
npenapaTos 414 MeAUUMHCKOro NPUMeEHEHNs;

4) npefoCTaBNATb HEAOCTOBEPHYD W (MAKM) HENoAHY MHOOPMALMIO O NEKAPCTBEHHbIX
npenapaTtax 418 MegMUMHCKOro NPUMEHEHUsA, B TOM YMC/IEe MMEILWMX OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K opraHM3auMM M MNPOBEAEHUIO HayuyHbIX MEepPOnNpPUATUIA, WHbIX
MeponpuATUiA, HanpasBAeHHbIX Ha MNoBbllleHUe MPOPECcCUOHANbHOrO YPOBHA MeAULMUHCKUX
paboTHUKOB MM Ha NpeaocTaBaeHne MHGOPMaUUK, CBA3AHHOM C OCYLLECTBIGHUEM MOHUTOPUHrA
6e30MacHOCTM NeKapCcTBEHHbIX NPenapaTos

1. Npw NpoBeAEHMN HAayYHbIX MEPONPUATUIA, UHbIX MEPONPUATUIA, HaNPaBAEHHbIX Ha NOBbILIEHUE
NPo¢decCMOHaNbHOTO YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha NpeaocTaBleHue CBA3AHHOM C
OCYLLEeCTB/IEHUEM  MOHMTOPUHra  6E30MacCHOCTU  NIEKAPCTBEHHbIX  MpenapaToB  MHbopMaLmu,
OpPraHM3yemblX OPraHM3auMAMM, yKasaHHbIMM B ab3aue nepBom 4actu 1 crtatbu 67.1 HacToAwero
denepanbHOrO 3aKOHa, WX MpeacTaBuUTeNAMU U (MAKM) GUHAHCMPYEMbIX 3@ CYET CpPeacTB 3TUX
OpraHuM3aumMii M WX nNpeacTaBUTENEN, 3anpeliaeTca MNPenATCTBOBaTb Y4YacCTUIO B YKa3aHHbIX
MEPONPUATUAX UHbIX OPraHM3aLMii, KOTOpble NPOU3BOAAT AW PEaNU3yIOT JIeKaPCTBEHHbIE NpenapaTbl
ANA MeOMUMHCKOTO MPUMEHEHMA CO CXOXMMM MeXaHM3MOM (apmaKoorMyeckoro aencraus, amnbo
co3faBaTb AMCKPUMMHALMOHHbIE YCAOBUA ANA OAHWUX YYAaCTHMKOB MO CPaBHEHUIO C  APYrUmMM
YYaCTHMKAMU, @ UMEHHO:
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1) npenocTaBAsATb PAa3/IMYHOE KOIMYECTBO BPEMEHM ANA BbICTYNIEHUIN YYaCTHUKOB, Pas/IMYHbIE MO
pasmepy 3aHMMaeMoWn naolaam MecTa 4na 4eMOHCTpauum o6pasLoB eKapCTBEHHbIX NpenapaTos A
MEAULMHCKOIO MPUMEHEHMA WKW PEKNAaMHbIX MaTepuasioB O JIEKApPCTBEHHbIX Npenapartax Aanaa
MEANLIMHCKOTO NPUMEHEHUA Ha 3KCMO3MUMAX, CTEHAAX, 32 UCKNOYEHNEM CNYYaEB, €C/IN TaKMe YCNOBUSA
3aKpensieHbl B COMNAWEHUAX 3TUX OpraHM3aumii, ux npeacrasuTeneit o GUHAHCMPOBAHMWN YKA3aAHHbIX
MepOnNPUATUIN N 0ByCcNOBAEHDBI PAa3/IMYHBIMM 3aTPaTaMM Y4aCTHMKOB HA MX OpraHu3aLmio;

2) ycTaHaBAMBaTb pa3smep B3HOCA A/1 YYAaCTHUMKOB MepPOnpuUATUIA, YKa3aHHbIX B ab3aue nepsom
HACTOALLEN YaCTW, NPEBbILLAIOLLNI CYMMY 3aTPAT Ha OpraHM3auMIo YKa3aHHbIX MEPONPUATUIN N BEAYLLNIA
K He06OCHOBAHHOMY OFPaHMYEHUIO YNCNA UX YHACTHUKOB.

2. OpraHu3aumm, yKasaHHble B ab3aue nepBom yactn 1 ctatbu 67.1 HactoAwero ®eaepanbHoro
3aKOHa, UX NpPeACcTaBUTENN, OCYLLECTBAAOWME OpraHM3aumio n (Mnun) puHaHCUMpoBaAHUE MepPONpPUATUN,
YKa3aHHbIX B YacTu 1 HacToawen cTaTbk, 06a3aHbl 06ecneymBaTtb 4OCTYN K MHGOPMaLMK O AaTe, MecTe U
BPEMEHWN MPOBEAEHUA YKA3aHHbIX MEPONPUATUIA, NNAHAX, NPOrpammax MPOBEeAEHUA YKa3aHHbIX
MEePONPUATUIA U TEMAX, NNAHUPYEMBIX ANA PACCMOTPEHUA, COCTaBE UX YH4ACTHMKOB NYyTEM pPasMeLLEHUsA
COOTBETCTBYIOWEN MHOPMALUM Ha cBOMX O0dULMAbHBIX cCaiTax B ceTn "MHTepHeT" He nosaHee ABYX
MecsLEeB 40 Havyana NpoBeAeHUA YKa3aHHbIX MEPONPUATUN.

3. UHdopmaumsa o npoBeaeHUN MEPONPUATUN, YKA3aHHbIX B YacTM 1 HACTOALEN CTaTbM, B CPOK,
YCTAaHOB/NEHHbIA 4acTblo 2 HacToswelr craTbM, AO/MKHA ObiTb HanpassieHa B deaepasibHblA OpraH
WCMOJIHUTE/IbHOW  BAAaCTW, OCYLIECTBAAOWMA  GYHKUMM NO KOHTPOAK W  Haasopy B coepe
3/ paBOOXPAHEHUA, ONA NOC/eAYIOWero pasmelleHna ee Ha opULMaNbHOM CaiTe 3TOro opraHa B CeTu
"MnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATE/IbCTBA
POCCUNCKOMN ®ELEPALIUM NPU OBPALLEHUWN IEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, NPUYUHEHHOIO 30POBbLIO TFPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylueHMe 3aKoHoaaTenbcTBa Poccuiickon depgepaumm npu
06paLLeHUn NeKapCcTBEHHbIX CPeAcTB

1. HapyweHue 3akoHogaTenbctBa Poccuidickont degepaumm npu obpalleHUM NeKapCTBEHHbIX
cpeacTte BnedyeT 3a coboil OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckol
depepaunn.

(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBNeHWE WM HECBOEBPEMEHHOe npeAacTaBAeHMe WHpopmaumm U (KMau)
OOKYyMeHTOB nMbo  npeactaBneHMe  HeAOCTOBEpPHbIX  MHPopmaumm U (MAKN)  OOKYMEHTOB,
NpeaycMoOTPeHHbIX HacToAwmum ®PeaepanbHbiM  3aKOHOM, Cyb6beKTbl 0OpaLLeHUs NeKapCTBEHHbIX
CpPencTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4aTebcTBOM Poccuinckoit Pepepaumm.

(yactb 2 BBepgeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

Cratba 69. BosmelwieHue Bpeaa, NpU4NHEHHOIO 340pPOBbLIO rpaXAaH Bcaeacrsme NnpMMmeHeHuAa
NeKapCTBEHHbIX Npenapartos

1. MNpousBoguTenb nNeKapCTBEHHOro npenaparta 06a3aH BO3MeCTUTb Bpea, I'IpVILIMHEHHbIﬁ
340pPOBbLIO rpa*KaaH Bcneacrteue npumeHeHMA NekapCTBeHHOro npenaparta, eC/iM A0Ka3aHo, 4YTO:

1) nekapcTBeHHbIA NpenapaT NPUMEHANCA MO Ha3HAYeHWI0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPMMEHEHWIO NEeKApCTBEHHOrO NpenapaTta M MPUYMHON Bpeda ABW/CA BBOA B rparKAaHCKMI obopoT
HeZ06pPOKaYeCcTBEHHOMO JIEKAPCTBEHHOrO Npenapara;
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2) Bpen, 340pOBbIO MPUYMHEH BCAeACTBME HeAocToBepHoW MHbOpMaLMM, coaeprKalieiica B
MHCTPYKUMM N0  NPUMEHEHUI0  /IeKapCTBEHHOro  npenapaTta, WM34aHHOW  npoussoguTenem
NleKapCcTBEHHOro nNpenapara.

2. B cnyyae, ecnum Bpeps, 340pOBbIO rParkaAaH NPUYMHEH BCAEACTBME MPUMEHEHMUA EKAPCTBEHHOTMO
npenapaTta, NpuWeALWero B HEFOAHOCTb B pe3y/ibTaTe HapyleHWA MPaBUA XPaHEHWUA NEeKAaPCTBEHHbIX
CpeacTB, NpaBua ONTOBOW TOPrOB/AWU SIEKAPCTBEHHbIMM MpenapaTamu, NPaBua OTMNYCKa EKAPCTBEHHbIX
npenapaTos, MNpPaBW/a M3rOTOBAEHWS W OTMYCKA JIEKApPCTBEHHbLIX MPenapaToB, BO3MeLleHWe Bpeaa
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHM3auueit ONTOBON TOProB/AM JIEKAPCTBEHHbIMM CPEACTBaMM,
anTeYHOM oOpraHu3aumen, WHAMBUAYANbHbIM MpeanpuHUMaTENnEM, WMEKWUMMN  JULEH3UKD  Ha
dbapmaLLeBTUUECKYIO AEeATENbHOCTb WMAM NINLEH3UIO Ha MEOUUMHCKYI0 AeATeNbHOCTb, MeAUUMHCKOM
opraHusaumeln, UMeloLWen AULEH3N0 Ha ¢apmaLeBTUYECKYD AeATeNbHOCTb (ee 060c06/eHHbIM
nogpasgeneHmem, PacnosioXKeHHbIM B CE/IbCKOM HacesleHHOM MYHKTEe, B KOTOPOM OTCYTCTBYET anTeyHas
opraHu3auma), 4ONyCTUBLUMMM NPOAANKY UAN OTMYCK TaKOro IeKAPCTBEHHOIO Npenapara.

(8 pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 08.08.2024 N 323-93)

3. BosmeuweHne Bpeaa, MNPUYMHEHHOTO 340POBbI0 TPaXKAaH BCAEACTBME NPUMEHEHUSA
JIeKAPCTBEHHbIX NPEMApPaTOB WM COBEPLUIEHUA MPOTMBOMPABHbLIX AENCTBUIA cybbeKTamMu obpalleHus
NIEeKapCTBEHHbIX CPeacTB, OCYLEeCTBAAETCA B COOTBETCTBMM C 3aKoHOAaTenbCTBOM Poccuiickoit
depepauun.

Fnasa 16. 3SAK/IIOMUTE/IbHBIE NONOXKEHUA

Ctatba 70. O NnpuU3HaHWUKM YTPATUBLLUMM CUY OTAE/NbHbIX 3aKOHOAATE/IbHbIX aKTOB (N0N0XeHWUiA
3aKOHOAaTeIbHbIX aKToB) Poccuiickoii Peaepauum

Mpu3HaTb yTPaTUBLLMMU CUAY:

1) depepanbHbIii 3aKoH oT 22 nioHs 1998 roga N 86-93 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunm, 1998, N 26, cT. 3006);

2) depepanbHbIt 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNOHEHUI B
depnepanbHbin 3aKoH "O nekapcTBeHHbIXx cpeactBax”' (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
denepaunn, 2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 siHBapsa 2003 roga N 15-$3 "O BHeceHUU U3MEHEHUI U
OONONHEHUI B HEKOTOpble 3aKoHoAaTesnbHble aKTbl Poccuitckolt Pepepaumm B CBA3M C NPUHATUMEM
depepanbHoro 3akoHa "O NMUEH3MPOBAHUM  OTAeNbHbIX BUAOB geatenbHoctn" (CobpaHue
3aKoHoaaTenbcTBa Poccuitickon dPepepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-$3 "O BHECEHUUN U3MEHEHUI U
[OONONHEHUI B HEKOTOPbIE 3aKOoHOAAaTeNbHble aKTbl Poccuiickon Pegepaumm, NPUHaAHUKN YyTPATUBLLMMMN
CUNY OTAEeNbHbIX 3aKOoHOAATe/NbHbIX aKToB Poccuitickolt depepaumn, NpenocTaBNeHUM OTAE/NbHbIX
rapaHTUN COTPYAHMKaM OPraHoB BHYTPEHHUX [le/l, OpPraHOB MO KOHTPO/10 32 060pOTOM HaPKOTUYECKUX
CpeacTB U MCUXOTPOMHbLIX BELLEeCTB U ynpasgHAemblx ¢peaepasbHbiX OpraHOB HaNOroBol NOAULMU B
CBA3N C OCYLIECTBAEHMEM Mep NO COBEPLUEHCTBOBAHUIO rocyaapcTtBeHHoro ynpasneHus" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumm, 2003, N 27, cT. 2700);

5) ctaTbio 101 denepanbHOro 3akoHa ot 22 asrycta 2004 roga N 122-d3 "O BHeceHUN U3MEHEeH U
B 3aKoHogaTesbHble aKkTbl Poccuitckolt Pepepaumm U NPU3HAHUKM YTPATUBLLUMMMU CUNY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickoint Pegepaunun B CBA3U C NpUHATMEM deaepanbHbiX 3akoHoB "O
BHECEHUM U3MEHEeHWIn U gononHeHui B PepepanbHblih 3aKoH "O6 06WMX NPUHLMNAEX OpPraHM3auuu
3aKOHOAATeNbHbIX (NpPeacTaBUTENbHbIX) UM UCNONHUTENbHLIX OPraHOB rOCYAApCTBEHHOM BANacTu
cybbektoB Poccuiickon ®degepaumn” u "0O6 o0b6WMX NPUHUMNAX OpraHM3auuMM  MEecTHOro
camoynpasneHua B Poccuiickoit Pepepaunn” (CobpaHue 3akoHomaTenbcTBa Poccuitckolt deaepauumy,


https://login.consultant.ru/link/?req=doc&base=LAW&n=428225&dst=100017
https://login.consultant.ru/link/?req=doc&base=LAW&n=448335&dst=100011
https://login.consultant.ru/link/?req=doc&base=LAW&n=470677&dst=101152
https://login.consultant.ru/link/?req=doc&base=LAW&n=482566&dst=100018
https://login.consultant.ru/link/?req=doc&base=LAW&n=83340
https://login.consultant.ru/link/?req=doc&base=LAW&n=25447
https://login.consultant.ru/link/?req=doc&base=LAW&n=90741&dst=100340
https://login.consultant.ru/link/?req=doc&base=LAW&n=95582&dst=100359
https://login.consultant.ru/link/?req=doc&base=LAW&n=102902&dst=104599

140

2004, N 35, ct. 3607);

6) cTaTbto 28 deaepanbHOro 3akoHa ot 18 gekabps 2006 roga N 231-$3 "O BBegeHMM B AeNCTBUE
yacTu veTBepToi [parkaaHCKoro Kogekca Poccuiickon depepauumn” (CobpaHue 3akoHoaaTeNbCTBa
Poccuitckoit depepaumn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero ®eaepazibHOro 3aKkoHa

1. Hactoswmin ®egepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTAbpa 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aPEerucTPMpPOBaHHble A0 AHA BCTYMAEHMA B CUAY HACTOALLErO
desepanbHOro 3aKOHa, NOAJENKAT BK/IIOYEHUIO B TOCYAAPCTBEHHbIE PEECTPbl IeKapCTBEHHbIX CPeACTB C
BHECEHMEeM YKas3aHHbIX B YacTu 1 cTatbu 33 Hactoswero deaepanbHOro 3aKoHa cBegeHui 06 3Tux
NeKapcTBeHHbIX cpeacTBax 6e3 NpPOXOXKAEeHWA BHOBb NpoOLeAypbl FOCYAapcTBEHHOM perncrpaumnm
NeKapcTBEHHbIX NpenapaTos.

3. locypapcTBeHHadA perncTpauma AeKapCTBEHHbIX NPenapaTos, 3a UCKAKOYEHNEM NEKAPCTBEHHbIX
npenapaTtoB 419 MeaAUUUHCKOro npumeHeHua, npeacrasjieHHbIX Ha YKa3aHHYO pernucrpauuio 4o AHA
BCTYM/IEHMA B CUNY HacToAwwero PeaepasibHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM Ha OCHOBAHWUM AOKYMEHTOB U AAHHbIX, NPEeACTABNEHHbIX 4O AHA BCTYN/JEHUA B
cuny HacToswero ®enepanbHOro 3akoHa.

(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TlocypapCTBeHHaa perucTpauma NeKapCTBEHHbIX npenapaTos Aaa  MeaULMUHCKOro
NPUMeHeHWA, NpPeACTaB/AEHHbIX Ha TOCYSAPCTBEHHYIO perucTpaumio Ao AHA BCTYNJAEHWA B CUAY
HacToawero ®enepanbHOrO 3aKOHA, U rOCYAAPCTBEHHAA PerncTpauma NekapCcTBEHHbIX NpenapaTos AnA
MEOVLMHCKOTO NPUMEHEHUA, NPEeACTaBNEHHbIX HA 3KCNepTU3y JNEeKAapCTBEHHbIX CPeacTB [0 AHA
BCTYN/AeHMA B cuay HacToAauero ®PenepasbHOro 3aKoHa B LENAX MX MOCAeayioleln rocyAapcTBeHHOM
perncTpauumn, OCYLLECTBAAIOTCA Ha OCHOBAaHWW [OKYMEHTOB W [AaHHbIX, NPeACTaBAEHHbIX A0 AHA
BCTYN/AeHMA B cuny HacToAawero PenepanbHOro 3aKOHA, a TaKKe 3aAB/IEHMA O TOCyAapCTBEHHOM
perncTpauum NeKapCcTBEHHOro npenapata, NpPeACTaBAEHHOIO MNPOU3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaToB WaW YNOAHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAwMm PeaepanbHbIM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rocyAapCTBEHHON MOLWWIMHBI, NPeAyCMOTPEHHOM 3aKoHOAaTeNbCTBOM Poccuintckoit
depepaunn o Hanorax u cbopax.

(yacTtb 3.1 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNoaTBep:KAEHWE TrOCYyAapCTBEHHOM pPerucTpauuu  NeKapCTBEHHbIX npenapaToB g/
MeAMLMHCKOro NMPUMEHEHUS, NPeaCcTaBNeHHbIX A1A NOATBEPKAEHUSA rOCYAaPCTBEHHOW perncTpaummn 4o
AHA BCTyMNJeHuWa B cuay Hactoswero denepasbHOro 3akoHa, W MOATBEPXKAEHME TOCYLAPCTBEHHOM
pernucTpauum fieKapcTBEHHbIX MNPEnapaToB A8 MEeAWULMHCKOTO MPUMEHEHUs, NPeacTaBNeHHbIX Ha
3KCMepPTM3Yy NeKapCTBEHHbIX CPeacTB A0 AHA BCTyMAeHMA B Cuay Hactosuwero PeaepanbHOro 3akoHa B
uenax nocneaylowero nOATBEPXAEHMA WX [OCYAAPCTBEHHOW perncrpaumu, OCYWEeCcTBAAITCA Ha
OCHOBaHWW [OKYMEHTOB W [AaHHbIX, NPEACTaBAeHHbIX [0 AHA BCTYM/IEHWA B CWAY HACTOALLEro
defepanbHOro 3aKoHa, a TaKKe 3aAB/eHMA O MNOATBEPXAEHWUM [OCYyAaPCTBEHHOM pernctpaumnn
NleKapcTBEHHOro npenapaTa, NPeACTaB/feHHOro MPOM3BOAUTENEM JIeKAaPCTBEHHbLIX MpenapaTtoB Wau
YNOAHOMOYEHHLIM MM /IMLOM B COOTBETCTBUM C Hactoawmm degepanbHbiM  3aKOHOM B
YNOAHOMOYEHHbIA deaepanbHblit opraH McnonHWTenbHoW BAactM Ao 1 mapta 2011 roga, 6es3
TpeboBaHMA ynaaTbl rocy4apCTBEHHOW NOLW/MHbI, NPeayCMOTPEHHON 3aKOHOAATeNbCTBOM Poccuitckoi
degepauun o Hanorax 1 cbopax.

(yacTb 3.2 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.3. anHﬂTVIe peweHna O BHeCEeHUU U3MEHEHUA B AOKYMEHTbI, coaepxawmneca B
perncTtpatlMoHHOM A0CbEe Ha 3aperMCTpMpOBaHHbIVI }'IEKapCTBEHHbIVI npenapar agna meagumunHCKoro
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NPUMEHEHMA U NPeACTaBAeHHble A0 AHA BCTYNJEHUA B CMAY HacTosAwero PenepasbHOro 3akoHa, U
NPUHATUE peLleHna O BHECEHUN U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECA B PETUCTPALMOHHOM A0Cbe
Ha 3apPerucTpMpOBaHHbIA  NEKAPCTBEHHbIM  Npenapat Aaa  MeAMUMHCKOrO  MPUMEHEHUA U
npeacTaB/NeHHble Ha 3KCNEPTM3Y NEKAPCTBEHHbIX CPEeACTB A0 AHA BCTYMN/AEHMA B CUAY HACTOALLErO
PepepanbHOro 3aKOHA, OCYLLECTBAAKOTCA Ha OCHOBAHWW AOKYMEHTOB M AAHHbIX, NPeACTABAEHHbIX 40
OHA BCTynneHWa B cuay HactoAwero PepepanbHOro 3aKOHA, a TaKXKe 3aAB/IEHMA O BHECEHUMU
M3MEHEHUA B [AOKYMEHTbl, COAEprKallMecs B PErucrpauMoOHHOM [OCbe HA 3aperMcTpUpoBaHHbIN
JNIeKapCTBEHHbIM MpenapaT Ans MeLMUMHCKOro NPUMEHEHWA, NpeacTaBNeHHOro NpPoM3BOAMUTENEM
JNIEKapCTBEHHbIX MPENapaToB WAWM YNOAHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C HACTOALUMM
depepasibHbIM 3aKOHOM B YNOJTHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM BAAcTM Ao 1 mapTa
2011 ropma, 6e3 TpeboBaHMA  ynnatbl  rOCYAapPCTBEHHOW  MOLWAWHbLI,  NpPeayCMOTPEHHOM
3aKoHoaaTesbcTBom Poccuiickoit Pepgepaumm o Hasnorax U cbopax.

(yacTtb 3.3 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeweHuin Ha nNpoBeAeHWE KAMHUYECKMX WCCNef0BaHUIA  NeKapCTBEHHbIX
npenapaToB ANA MEAUUMHCKOrO NPUMEHEHUA NO 3asABAEHUAM, MOAAHHbIM A0 AHA BCTYM/IEHUA B CUAY
HacTosAwero PenepanbHOro 3aKOHa, a TaK¥Ke No 3aABNEHUAM, MOAAHHLIM NOCAE AHA BCTYNNEHUA B CUY
HacTtosAwero PeaepanbHOro 3aKOHa Ha OCHOBAHMM 3KCNEPTU3, NPOBEAEHHbIX 40 AHA BCTYN/IEHUA B CUAY
HacToAwero PeaepanbHOro 3aKOHA, OCYLLECTBAAETCA B COOTBETCTBMM C HacToAwmm PepepasbHbim
3aKOHOM Ha OCHOBAaHWW AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX UAW NOAYYEHHbIX A0 AHA BCTYNAEHWA
B CUAy HacTosLwero ®esepanbHOro 3aKOHa, a TakkKe Ha OCHOBAHUM KOMWKU NpeABapuTeIbHOro A0roBopa
06A3aTeNbHOrO0  CTPAXOBAHWUA  KU3HKW, 340POBbA  MALMEHTOB, YYaCTBYIOWMX B  KJAMHMYECKOM
nccnenoBaHUM NEeKapCcTBEHHOrO npenapata gns MeguuMHCKOro NMPUMEHEHUs, WM KOMUU O0roBopa
06A3aTeNbHOrO  CTPAXOBAHWUA  KU3HKW, 340POBbA MALMEHTOB, YYaCTBYIOWMX B  KJAMHMYECKOM
nccnefoBaHUM NEKAPCTBEHHOrO MpenapaTta A4 MeAMUMHCKOrO NpUMEeHeHUs, Mbo npeacTaBaeHHON
Konuu gorosopa 06s3aTe/IbHOro CTPaxoBaHMA, 3aK/IFO4EHHOTO B COOTBETCTBUM C TUMOBLIMM MPaBUIaMu
06A3aTeNbHOr0 CTPAXOBaHWUS, C yKasaHMeM npenesbHOM YMCNEHHOCTM MaLMEHTOB, YYaCTBYIOLWMX B
KIMHUYECKOM MCC/Ief0BaHUM NIEKApPCTBEHHOrO npenapaTa 418 MeAMUMHCKOro NpumMmeHeHus, 6e3
TpeboBaHMA ynaaTbl rocyAapCTBEHHON MOLWWJIMHbBI, NPeAyCMOTPEHHON 3aKOHOAATENBCTBOM PoccuiicKkom
depepaunn o Hanorax u cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTtpupoBaHHble B WMHOCTPAHHOM BanloTe A0 AHA BCTYNAEHUA B CUAY HACTOALLETO
depepanbHOro 3aKoOHa npeaesibHble OTMNYCKHble  LEeHbl WMHOCTPAHHbIX Npou3BoAUTENEN  Ha
JIeKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MMU3HEHHO HEeOobXOAMMBIX U BarKHEULWKNX
JIeKapCTBEHHbIX NpenapaTos, nognexaT nepecyety B pybsam no kypcy LleHTpanbHoro 6aHKka Poccuiickom
depepaunn Ha aaTy, ycTaHoBseHHyO MpaBuTenbcTBom Poccuiickoit deaepaumm, 6e3 npeacraBieHns
3anB/IeHMA O nepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHMI B FOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTMNYCKHbIX LEH Npou3BoAUTENeil Ha J/IeKapCTBEHHble NpenapaTbl, BK/AKOYEHHblE B
nepeyeHb *KU3HEHHO HEOOXOAMMBIX M BarKHEMLLNX IEKAPCTBEHHbIX NpPenapaTos.

(yacTb 3.5 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble 00 AHA BCTYMJieHMA B cuay HactoAwero ®PepepanbHOro 3akoHa
npefesnbHble OTMYCKHble LLEHbl POCCUICKMX NPOM3BOAMTENIE Ha JIeKapCTBEHHble npenapaTbl,
BK/IIOYEHHbIE B MepeyeHb YXU3HEHHO HeobXOoAMMbIX W BaXKHEWLWWUX JeKapCTBEHHbIX MPenapaTtos,
nognexar uHgekcaumm ¢ 1 Hoabpa 2010 roga ucxoAAa M3 NPOrHO3MPYEMOrO YPOBHA WHOAALMM,
ycTaHoBneHHoro ®epepanbHbiM 3aKoHOM OT 2 aeKkabpsa 2009 roga N 308-d3 "O denepanbHom
6toaxkeTe Ha 2010 roa v Ha nnaHoBbIn nepuoa 2011 1 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBeaeHa desepanbHbiM 3akoHoM oT 11.10.2010 N 271-d3)

3.7. Mocne 1 mapta 2011 roaa He AonyckatoTca NPon3BoACTBO U BBO3 B Poccuiickyto ®epepaumio
JIeKapCTBEHHbIX MPEnapaToB B yNaKOBKax C MapKMPOBKOM, KOTopas bbina HaHeceHa A0 AHA BCTYMNJ/eHMA
B cuny Hactoswero denepanbHOro 3akoHa. Mo UCTeyeHMn yKazaHHOIo CPOKA AaHHble IEKAPCTBEHHbIE
npenapaTtbl MOTyT OTMYCKaTbCA, Peann30BbiBaTbCA, NepenaBaTbCA U MPUMEHATLCA A0 UCTEYEHUA UX
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CPOKa roAHOCTM.
(8 pea. PepepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-D3)

4. Co pgHAa BCTyn/neHWa B cuny Hactoawero PepepanpHoro 3akoHa u no 30 anpens 2011 roaa
BK/IOUMTENIBHO  [OMYCKAeTCcA MpoBeAEHUEe 3IKCNEepTU3bl NIEKAPCTBEHHbIX CPEACTB  dKCnepTamu
9KCNEPTHOro y4yperKaeHuUAa [0 MNPOXOXKAEHMA UMW  aTTecTauMu B NopAgKe, YCTAaHOB/IEHHOM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENLHOW BAACTU.

5. Co gHA BCTynaeHua B cuay HacTtoswero ®enepanbHoro 3akoHa U no 31 gekabpa 2013 roaa
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nepexos K NPOu3BOACTBY JIEKAPCTBEHHbIX CPeAcCcTB B COOTBETCTBUM C
npasmMaamm opraHM3aLmm NPoOn3BOACTBA M KOHTPOIA KAYecTBa JIEKAPCTBEHHbIX CPEACTB, YKa3aHHbIMMU B
yactm 1 cratbm 45 Hactoawero depepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexona
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMMU
TpeboBaHMAMU AaHHbIX MPaBW/, BKAKOYAs CPOKWU aTTecTauuu YNoJHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 cratbm 45 Hactoawero PepepanpHOro 3akoHa, yCTaHaBAMBalTCA [1paBUTENbCTBOM
Poccuiickoin Pepepaumnn.

6. /IMueH3nM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHble 40 1 aHBapa 2014 roaa,
aevicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUS CPOKa UX AEUCTBUA NMPU YCI0BUM COOTBETCTBUSA
nueH3naTa npasuaam OpraHM3aumMn NPOM3BOACTBA M KOHTPOIA KavyeCTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B YacTu 1 cTatbu 45 Hactoswero ®enepabHOro 3akoHa.

7. ®opmmpoBaHue rocygapCTBEHHOIO 3a4aHWA Ha MpOBeAEeHWe JKCNepTM3bl JIEKAPCTBEHHbIX
cpeacts denepasbHOMY rocyAapcTBEHHOMY GHOAKETHOMY yUYpeXKAEHUIO MO MPOBEAEHUIO SKCNEepTU3bl
NIeKapPCTBEHHbIX CPeacTB n PpuHaHcoBoe obecneyeHne BbIMOAHEHWUA 3TOMO 3afaHMA OCYLLECTBAAIOTCA B
nopsake, ycraHoBieHHom ®dPepepanbHbiIM 3aKoHOM oOT 12 aAHBaps 1996 roga N 7-#3 "O
HEKOMMEPYECKMX OpraHn3aumax".

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

MNpe3snaeHt
Poccuiickoin Pepepaumm
O.MEJOBELEB
Mocksa, Kpemnb

12 anpensa 2010 ropa
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